3apeructprpoBaHo B Muntocte Poccuu 30 Hosibpst 2021 1. N 66124

MWUHWUCTEPCTBO 34PABOOXPAHEHNA POCCUNCKOW ®ELEPALIA

NMPUKA3
OT 24 HoA6psA 2021 r. N 1094H

Ob YTBEPXAEHN NMOPAAKA
HA3SHAYEHWNA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA JIEKAPCTBEHHBbIE MNMPEMNAPATbI, MOPAAKA O®OPM/IEHNA
YKA3AHHbIX B/TAHKOB, UX YHETA N XPAHEHNA, ®OPM BJ/1IAHKOB
PELENTOB, COAEPXALWWNX HASHAYEHNE HAPKOTUYECKUX CPEACTB
NN NCNXOTPOIMNHbIX BELWWECTB, NMOPAAKA NX N3rOTOBJ/IEHUA,
PACNPEAENEHUA, PETUCTPALUUN, YHETA U XPAHEHUA,
A TAKXE NMPABUT OPOPM/TIEHNA B/TAHKOB PELIEIMNTOB,
B TOM YAC/IE B POPME 3JIEKTPOHHbIX 4OKYMEHTOB

B cootBercTBHM C TIyHKTOM 16 yactu 2 ctathu 14 ®depepanbHoro 3akoHa ot 21 Hosiops 2011 r. N
323-®3 "OO ocHOBax OXpaHbl 370pOBbsi TpaxaaH B Poccuiickoii ®Pepeparuu” (CobOpaHue
3aKoHo/iaTenbcTBa Poccuiickoint @epepaum, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM 2
ctatb 26 ®PenepasbHOro 3akoHa OT 8 sHBapsg 1998 r. N 3-®3 "O HapKOTMYeCKUX CpeACTBax M
MCUXOTPOIMHBIX BelljecTBax' (CobpaHue 3akoHOzaTenbCcTBa Poccuiickoit ®@epepariyu, 1998, N 2, cT. 219;
2017, N 31, ct. 4791), noanyHktamu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 [TonoxxeHuss o MUHHUCTepCTBe
3npaBooxpaHeHusi Poccuiickor ®epepaldd, YTBEpP)KJEHHOTO TIOCTaHOBAeHWeM [IpaBuTenbCTBa
Poccuiickoii ®epeparuu ot 19 wmrons 2012 r. N 608 (CobpaHue 3aKOHOZATe/NbCTBA POCCHICKOM
®epnepauyuy, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258),
TpUKa3bIBalo:

1. YTBepauTs:
ITopsimok Ha3HaueHUs JTIeKapCTBEHHbBIX MPETapaToB COrjiacHO npuioxeHnto N 1;
(opMBI perienTypHBIX OJITAHKOB Ha JieKapCTBEHHbIE MTperapaThl COTJIaCHO MpUiokeHuo N 2;

[Mopsinok odopmieHHs1 pelienTypHBIX 0J/IaHKOB Ha JieKapCTBeHHble TIperiapathl, WX yueTa U
XpaHeHUs! COrIacHO IpunokeHuto N 3;

¢opMbI G/1aHKOB peLIeNToB, CO/iep KalliuX Ha3HaueHre HapKOTUYeCKUX CPe/ICTB WJIH IMICUXOTPOIMHBIX
BelLleCTB, COIJIaCHO npuioxkeHuto N 4;

[MTopsi0K M3rOTOB/EHYS], pacrpe/ie/ieH s, PETMCTPaLiiyY, yueTa U XpaHeHUs! PeLIeliTOB, CoJeprKalliix
Ha3HauyeHWe HapKOTUUeCKUX CPeZICTB WK MCUXOTPOITHBIX BellleCTB COTVIaCHO TpuioxkeHuto N 5;

[MpaBuna odopmrieHusi peLenToB, COJAepKallluX Ha3HaueHue HapKOTUUeCKHUX CpeJCTB WU
TICUXOTPOITHBIX BEIIeCTB, B TOM uKc/ie B (hopMe 3/IeKTPOHHBIX JOKYMEHTOB COTJIaCHO MpuioxeHuto N 6.

2. IIpusHath yTpaTUBLIVMU CUITY:

nprKa3 MuHHUCTepCTBa 3ApaBooxpaHenus: Poccutickoii ®epeparum ot 1 aBrycra 2012 r. N 541 "O6



yTBepXKJeHU (OpMbI OIaHKOB PpeLIENTOB, COZAEp)KalluX Ha3HaueHWe HapKOTHUeCKUX CPeJCTB WU
TICUXOTPOITHBIX BeLeCTB, TOPsi/IKa X U3rOTOBJIEHUs], PacIipe/ie/ieHHs], peruCcTpaliiy, yueTa U XpaHeHus, a
TaK>Ke TMpaBuU opopmyieHUss" (3apericTpupoBaH MUHMCTEPCTBOM IOCTUIIMM Poccuiickoit ®esepatuu 15
asrycra 2012 r., peructpayonHssii N 25190);

ripuka3 MuHucTepcTBa 37ipaBooxpaHeHust Poccutickont ®@eneparyu ot 30 utons 2015 r. N 3851 "O
BHECEeHUU M3MeHeHWH B nprvka3 MuHucTepcTBa 31paBooxpaHenus: Poccurickont @esepatu ot 1 aBrycra
2012 r. N 541 "OO6 yTBepxaeHru (HopMbl 6JIAHKOB PELIeNnToB, COAepKalluX Ha3HaueHHe HapKOTHUeCKUX
CpeJiCTB WY MCUXOTPOITHBIX BeleCTB, MOPsAKa UX U3rOTOB/IEHUS], pacnpe/ie/ieHus, perucTpalyy, yueTa
Y XpaHeHMs], a TakKe TpaBu odopmiieHUs" (3aperucTprupoBaH MUHUCTEPCTBOM IOCTULIMM Poccuiickoi
depnepauyu 27 HosiOpst 2015 r., peructpaumonHbiii N 39868);

ripuka3 MuHHcTepcTBa 3/ipaBooxpaHeHust Poccuiickoit @epeparuu ot 21 ampenst 2016 r. N 254H
"O BHeceHMM M3MeHEeHMM B Npuka3 MwunHucTepcTBa 37paBooxpaHeHuss Poccurickont ®epepauyn ot 20
nmekabps 2012 r. N 1175H "OO6 yTBep)KAeHWH TIOpsi/iKa Ha3HAUeHWsS W BBLIMUCHIBAHUS JIeKapCTBEHHBIX
mperapaToB, a Takxke (OpPM perenTypHbIX OJIaHKOB Ha JIeKapCTBEeHHbIe TIperapaThbl, IOpsiKa
odopmieHUst yKa3aHHBIX O/1aHKOB, UX yueTa U xpaHeHUs " U nipuioxkeHue N 2 K MpuKazy MUHHCTepPCTBa
3apaBooxpaHenusi Poccuiickoii ®@epepaiiu ot 1 aBrycra 2012 r. N 541 "OO6 yTBepkaeHUM (GOPMbI
O/1aHKOB PeLIerToB, CO/lepKallliX Ha3HaueHWe HApKOTWUYeCKUX CPeJCTB WM TICUXOTPOIHBIX BeIIeCTB,
TOpsilKa WX HW3rOTOBJIEHUS, paclpe/ie/ieHys], PerucTpalji, ydeTa M XpaHeHHs, a TakKe IpaBUJ
odopmsieHus" (3aperucTpupoBaH MUHMCTEPCTBOM HOCTUIIMM Poccuiickoit @epeparuu 18 uronsa 2016 r.,
pervcrpauoHHbld N 42887);

IIYHKT 4 U3MeHeHUH, KOTOpble BHOCATCS B HEKOTOPbIe NPUKa3bl MUHUCTePCTBa 3/jpaBOOXpaHeHus U
couyanpHoro pasButusi Poccurickon ®Pepepauyuu 1 MuHHMCTepcTBa 3/paBOOXpaHeHusi Poccuiickon
denepauy 1Mo BorpocaM oOpalljeHus1 J1eKapCTBEHHBIX IIperapaToB, COJiep)KallliX HapKOTHUecKHe
Cpe/iCTBa, IICUXOTPOIHbIe BelleCcTBa UM KX IIPEKypCOpbl, M JIeKAPCTBEHHBIX CPeJCTB, MOJJIeXKallux
NpeIMeTHO-KO/IMUeCTBEHHOMY YueTy, YTBep)K[EHHbIX IpUKa3oM MuUHUCTepCTBa 37paBOOXPaHeHUs
Poccwuiickoii @enepariuu ot 31 okTsibpst 2017 r. N 882H (3aperucTprpoBaH MUHHCTEPCTBOM HOCTULIUN
Poccutickoit @egeparyu 9 siuBapst 2018 1., peructpaioHHbii N 49561);

nipyka3 MuHuctepcTBa 31paBooxpanenust Poccuiickoit @epeparyum ot 11 msekabpst 2019 r. N 10211
"O BHeceHUWH W3MeHeHUW B TipwioxkeHuss N 2 U 4 K TipuKady MUHHCTePCTBa 3/paBOOXpaHeHUs
Poccutickoii ®eneparuu ot 1 aBrycra 2012 r. N 541 "O6 yTBepxaeHHUH (HOpMbI O/IaHKOB PELIerNTOB,
coZlepXKaljUX Ha3HaueHWe HapKOTMYeCKHMX CpeJCTB WM IICUXOTPOIHBIX BeLeCTB, MOpsKa UX
W3rOTOBJ/IEHUS], pacripe/le/ieHusi, pervcTpaluy, yueTa M XpaHeHWs, a Takxke IpaBw1 odopmieHus"
(3apeructpyupoBaH MuHuUCTepcTBOM tocTulKd Poccuiickoit ®Pepeparuu 28 sHBaps 2020 r.,
pervcrpatoHHbld N 57293);

rpvika3 MUHHMCTePCTBa 3/ipaBooxpaHeHusi Poccuiickoit degeparyu ot 8 okTsa6pst 2020 r. N 1076H
"O BHeceHuM H3MeHeHHH B IlopsiZioK perucrpanyy, yuyeTa U XpaHeHUs CrelldabHbIX peLenTypPHbIX
O71aHKOB Ha HApKOTHMUECKHe CpeJiCTBAa WM IICUXOTPOMNHbIe BeIeCTBa, YTBEPXKJEHHBbI IPHUKa30oM
MunucrepctBa 3apaBooxpaHeHus1 Poccurickon ®epepaumy ot 1 asBrycra 2012 r. N 544"
(3apeructpyupoBaH MUHHCTEPCTBOM fOCTHIMM Poccuiickoit @Pepeparuu 13 Hos6ps 2020 r.,
pervcrpanoHHbld N 60898);

rpvika3 MuHucTepcTBa 3paBooxpaHenust Poccuiickoit ®enepanyu ot 14 suBapst 2019 r. N 41 "O6
YTBEPXKIEHUU TIOPsiIKa Ha3HAueHWsl JIeKapCTBEHHBIX TperapaToB, (opM pelenTypHbIX OIaHKOB Ha
JleKapCTBeHHbIe TIperaparhl, Mopsgka OGOpPM/IEHUS] YKa3aHHBIX OJIaHKOB, WX yueTa W XpaHeHUs"
(3apeructpupoBaH MuHucTepcTBoM toctuuuud  Poccuiickon  ®epepanuu 26 mapra 2019 T,
peructpauyoHHbii N 54173);



rpvka3 MuHUCTepCTBa 3/ipaBooxpaHeHusi Poccuiickoit depeparyu ot 11 mekabpst 2019 r. N 10221
"O BHeceHUM M3MeHeHMM B mNpuka3 MwuHHUCTepcTBa 37paBooxpaHeHuss Poccuiickon ®epepauyu ot 14
saBapst 2019 r. N 41 "O6 yTBep)KAeHWU TIOpsiIKa Ha3HAUeHWs JIeKapCTBEHHBIX IperapaTtoB, Gopm
peLienTypHbIX 0JIaHKOB Ha JieKapCTBEHHbIE TIperiapathl, TopsigKa 0(opMIIeHHsT yKa3aHHBIX OJIaHKOB, WX
yueTa U xpaHeHusi" (3apervctprpoBaH MuHucTepcTBOM rocTulin Poccuiickoii ®efiepauyu 28 siHBaps
2020 r., peructpauuoHHbii N 57292);

rpvika3 MUHHMCTePCTBa 3/ipaBooxpaHeHusi Poccuiickoit ®egeparyu ot 8 okTsa6psi 2020 r. N 10751
"O BHeCeHUM U3MEeHEeHUM B MOPsJOK Ha3HaueHUs JieKapCTBEHHbBIX MPernapaToB, yTBeP>K/eHHbIN TPUKa30M
MuHucTepcTBa 3/paBooxpaHeHust Poccuiickoirt @Pepepauyu ot 14 guBaps 2019 1. N 4H"
(3aperucTpupoBaH MuHUCTEPCTBOM HOCTUIMM Poccuiickori ®Pepepanmu 22  gekabpss 2020 r.,
peructpauyoHHbii N 61695);

NyHKT 3.8 VHCTPyKUMH O TOpsijKe BbIMMCHIBAHUS JIeKAPCTBEHHBIX IperapaTtoB U o(opMIeHus
peLieniToB U TpeOOBaHMI-HAK/IaHbIX, YTBEpP)KJIEHHOW NpHKa3oM MMHUCTePCTBAa 3/IpaBOOXpPAHEHUs U
couuanbHoro passutusi Poccutickoit ®@egepaiyu ot 12 ¢espans 2007 r. N 110 "O nopsijke Ha3HaueHuUst
Y BbINMCHIBAHWS  JIeKADCTBEHHbIX  IIperapaToB, HU3Je/Wd  MeJMLIMHCKOINO  Ha3HaueHWs WU
CTeL[aTM3UPOBaHHbIX TPOJYKTOB JieueOHOro mutaHus”" (3aperucTpupoBaH MMHUCTEPCTBOM FOCTHLIMN
Poccutickoit @epeparyu 27 anpesist 2007 1., peructpaijuoHHbii N 9364);

rpuka3 MUHKCTepCTBA 3paBOOXPAHEHUsT U COLIMA/ILHOTO pa3BuTust Poccuiickon denepariuu ot 17
mas 2012 r. N 5620 "O6 ytBepkaenuu Ilopsigka oTmycka (U3UUYecKUM JIMIAM JieKapCTBEHHbBIX
rperaparoB AJjid MeJULMHCKOIO MPUMEHEHUs], COJeprKalliuX KPOMe MajibIX KOJIMYeCTB HapKOTUYEeCKUX
CpeJICTB, TICUXOTPOITHBIX BeLeCTB U UX MPEeKypCOpPOB Apyrue apMakooruueckie akTUBHbIe BelllecTBa"
(3apeructpupoBaH MuHucTepcTBOM  toctulund  Pocculickoi ®Pepepatuu 1 uwoHs 2012 r,
peructpauyoHHbii N 24438);

MyHKT 2 MU3MeHeHU, KOTOpPble BHOCSTCSI B HEKOTOPbIe MpHKa3bl MUHKCTePCTBA 3/[paBOOXPaHeHus U
couyanbHOro passutus Pocculickoit @epepaluy, yTBep)KIEHHbIX TPHMKa3oM MUHHCTEPCTBA
3npaBooxpaHeHusi Poccuiickori ®epepauuu ot 10 wutons 2013 r. N 369H (3apeructpupoBaH
MunucTepcTBoM toctuiivu Poccuiickoit @epepatiuu 15 utosis 2013 1., perructpaiinodHbii N 29064);

npuka3 MunHucTepcTBa 3apaBooxpaHenus Poccuiickont @epepanuu ot 21 aBrycra 2014 r. N 465H
"O BHeceHMM M3MeHeHUH B TOPS/IOK OTIyCKa (PU3MUECKUM J/MliaM JieKapCTBeHHbIX MpernapaToB s
MeZIMLIMHCKOTO TpPUMeHeHUs], COJep)KaluX KpOMe MasbIX KOJIMYeCTB HapKOTUYeCKUX Cpe/CTB,
MICUXOTPOIHBIX BeLeCTB M HX [PeKypcopoB Jpyrve ¢apMako/Joruueckve axkTUBHbIE BelllecTBa,
yTBEP)KJEeHHbIN IpUKa30oM MUHHMCTepCTBa 3/paBOOXPaHeHUs M COLMA/IBLHOrO pasBUTHs Poccuiickon
®enepatyu ot 17 mas 2012 r. N 562H" (3apeructpvpoBaH MUWHUCTEDPCTBOM HOCTHIIMM Poccuiickoit
@epnepauyu 10 cenTsidpst 2014 r., peructpauuonHbiil N 34024);

MYHKT 1 U3MeHeHU, KOTOpble BHOCATCS B HEKOTOPbIe NpUKa3bl MUHUCTePCTBa 3/jpaBOOXpaHeHus U
couyanpHoro pasButusi Poccurickon ®epepauyuu 1 MuHHMCTepcTBa 3/paBoOXpaHeHusi Poccuiickon
®defepalivy, yTBepKJAeHHbIX MPHUKa30M MUHHCTepCTBa 3ipaBooxpaHeHust Poccuiickoli @egeparyu ot 10
centsiops 2015 r. N 634H (3apeructpupoBad MwuHucTepcTBoM tocTvLuuM Poccuiickoit ®epeparum 30
cenTsopst 2015 r., peructparonssiii N 39063);

MyHKT 3 W3MeHeHUM, KOTOpble BHOCSTCS B HEKOTOPbIe TTpUKa3bl MUHUCTEPCTBA 3[ipaBOOXPAHeHus 1
colanbHOro pa3uTusi Poccuiickoli ®epepauid ¥ MUHHCTEPCTBa 37paBoOXpaHeHMs Poccuiickoit
defepal[ui 10 BOMpOcaM OOpallleHHsl JIEKAPCTBEHHBIX TIPErapaToB, COJEPyKal[iuX HapKOTHUECKUe
Cpe/iCTBa, TCHUXOTPOIHbIE BelleCTBAa M WX TMPEKYpPCOPOB, W JIEKAPCTBEHHBIX CPEJCTB, TMO/IeXKaluX
Mpe/IMeTHO-KOJTMUeCTBEHHOMY YueTy, YTBepXKAeHHBbIX TMpHKa3oM MUHUCTepCTBA 37paBOOXPAHEHUs



Poccwuiickoit @epneparuu ot 31 okTs6psi 2017 r. N 882H (3apeructprpoBaH MUHHCTEPCTBOM OCTHI[UH
Poccutickoii @epeparu 9 siuBaps 2018 r., peructpaiuonHbii N 49561).

3. PenentypHble 6maHku ¢dopmbel N 107/y-HII, u3rotoBnieHHble [0 [HS BCTYIUIEHUSI B CHITY
HaCTOSIIIero MpHKas3a, MOTYT ObITh UCII0/B30BaHbI 10 1 MapTa 2023 roga.

4. Hacrosiuii mprkas BcTymnaeT B cuiy ¢ 1 mapta 2022 r. u felictByeT A0 1 mapTa 2028 r.

MwuHuUCTp
M.A.MYPAIIKO

ITpunosxkenue N 1

K MpuKa3y MUHUCTepCTBa 3[jpaBOOXPaHeHNs
Poccutickoi @eneparymn

ot 24 Hosibpst 2021 r. N 1094n

NoPAAOK HASHAUEHUNA NEKAPCTBEHHbIX MPEMNAPATOB
l. OOwWwme NoNnoXXeHnA

1. Ha3HaueHue JileKapCTBeHHbIX IIperapaToB /[yid MeAULIMHCKOrO TIpUMeHeHusi (Janee -
JleKapCTBeHHbIe TpernapaThl) OCYLIeCTB/SeTCs JieuallliM BpauoM, (QesibJllepoM, akyllepkold B ciyuae
BO3J/IO’KEHUSI Ha HMUX TIOJTHOMOYMI Jlevalero Bpaya, IPU OKa3aHUM MeJULMHCKOW T[OMOLY B
MeJMLIMHCKUX ~ OpraHusaiusx <1>, B T1Opsiike, YCTAHOBJIEHHOM TIpUKa3oM MUHUCTepCTBa
3/[PABOOXpaHEHHS U COIMAILHOTO pa3Buths Poccuiickoit ®@exneparuu ot 23 mapta 2012 r. N 2521 "0O6
yTBepKAeHun I[lopsigka BO3/MOXKeHUs Ha (Qesb/iiepa, akyllepKy PpyKOBOAWTEeNeM MeAULIMHCKON
OpraHu3aluM TIpM OpraHu3aluM OKa3aHWsl TIePBUYHOM MeJUKO-CaHWTapHOW TIOMOIIM U CKOpOM
MeJMLIMHCKOM TIOMOIIM OT/iefIbHbIX (DYHKILMM Jieyalllero Bpaya IO HeNoCpeACTBEHHOMY OKa3aHUI0
Me/II[UHCKON TTOMOIIM TIALMeHTy B Tepuoj; HaOJo/ieHnss 32 HUM U ero JieueHWs, B TOM YHCJIe TIO
Ha3HAueHWI0 U TPMMEHEHUIO JIeKapCTBEHHBIX TIperiapaToB, BK/IOUas HAapKOTUUYECKHe JieKapCTBEeHHBIe

mperapatbl M TICUXOTDOIHBIE  JIEKapCTBEHHbIe  Mpermapatbl’  <2>,  WHAWBUAYaTbHBIMU
MpeNpUHUMATEISIMUA, OCYIIIECTB/ISIIOIUMH  MEIUIIUHCKYIO0 /IeATeIbHOCTh (Janee - MeAMIMHCKHE
pabOTHHKM).

<1> IMyskr 11 crateu 2 PepnepanbHOro 3akoHa ot 21 Hosiops 2011 1. N 323-®3 "O6 ocHoBax
OXpaHbl 3710pOBbsl TpaxgaH B Poccuiickoii ®epeparyu” (CobpaHue 3akKoHOZATeNbCTBA PoccuiicKow
®Depnepauyuy, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbHbiii 3akoH N 323-D3).

<2> 3apeructpypoBaH MuHucrepctBoM toctuimu Poccuiickor ®epepauyu 28 anpens 2012 r.,
peructpauoHHbii N 23971 ¢ u3MeHeHUsIMM, BHECEHHBIMM MPHUKa30M MUHUCTEPCTBA 3/[paBOOXPaHeHUsI
Poccwuiickoii @enepariuu ot 31 okTsibpst 2017 r. N 882H (3apervcTprpoBaH MUHHCTEPCTBOM HOCTHULIUN
Poccutickoii @epeparyu 9 siuBapst 2018 r., peructpaiiorHbii N 49561).

MeauMHCKUM pabOTHUK, OGMOPMMBILMIK PpeLIeNT C HapylleHWeM HaCTOSIIero TopsaKa, WA
DYKOBO/IMTE/b ~ MEAWLIMHCKOM  OpraHu3alyd — 00ecrieurdBalOT  CBOEeBpeMeHHOe repeodopMieHue



TpebyeMoro /ijisi MallieHTa peLienTa.

2. CpefeHWss O Ha3HAuUEHHOM JIeKapCTBEHHOM Tiperiapare (HavMeHOBaHWE JIeKapCTBEHHOI'O
rperiapara, /J03UPOBKa, CIIOCO0 BBeieHHS U TIPUMEHEHHs, PeXKUM [[03UPOBaHUs, TIPOOIKUTETHHOCTD
neueHHst 1 000CHOBaHME Ha3HAUEHUs JIEKAPCTBEHHOTO MperapaTa) BHOCITCSA MeAULIMHCKAM PabOTHUKOM
B MeJULIMHCKYIO IOKyMeHTaLMIO MalieHTa.

B cnyuasx, yka3zaHHbIXx B myHKTax 8 - 11 Hacrosiero ITopsigka, MeAWIUHCKHMI pPabOTHUK,
Ha3HAUMBIIMK JleKapCTBEHHBIN TpernapaT, odopM/sieT Ha3HaueHWe JeKapCTBeHHbIX TperapaToB, B TOM
yuc/e TOoAJeXaluX U3rOTOB/EHUI0 M OTHYCKY anTeuHbIMA OpraHu3alysMU (J1ajiee - jeKapCTBeHHbIe
riperaparbl UHIUBU/IyaJbHOTO U3TOTOBJIEHUS), Ha perenTypHoM OsiaHKe, 0pOpPM/IEHHOM Ha OyMa>kKHOM
HOCHUTeJIe 3a CBOEeH TMOJMKCHIO (Aasee - pelienT Ha OyMa)KHOM HocuTerne), ¥ (WIH) C COT/Iacus maryeHTa
WA ero 3aKOHHOTO TIpeJiCTaBUTeNss <3> Ha peLlenTypHOM OsiaHKe B ¢opMe 37IeKTPOHHOTO ZIOKyMeHTa C
WCTO/Ib30BAaHUEM YCHUIEHHOW KBa/M(MUI[UPOBAHHOM 3/IEKTPOHHOM TIOANKMCH MEeJMIIMHCKOTO pabOTHHKa
(manee - periernitT B (popMe 3/71eKTPOHHOT'O JOKyMeHTa).

<3> Ilynkr 2 cratbu 20 ®egepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO/ATE/BLCTBA
Poccutickoi @epeparyy, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

Perienit B popMe 3/1eKTPOHHOT'O I0KYMEHTa, CO/iepyKall{iii Ha3HaueHre HapKOTUYeCKUX CPe/ICTB UK
MICUXOTPOITHBIX BeIL|eCTB, [OAINMCHIBAGTCS C MWCII0/Ib30BaHWEM YCUIEHHOM KBalU(ULMPOBAaHHOM
3/IeKTPOHHOM TMO/ITUCH Jieyallero Bpaua Win Qesibjliepa, akylliepky, Ha KOTOPBIX BO3/10KeHbl (yHKLIUN
Jlevalllero Bpaya, 1 COOTBETCTBYIOLel MeJULJMHCKON OpraHu3ariuy <4>.

<4> [lyHkT 1 cratbu 26 ®degepanbHOro 3akoHa ot 8 sgHBaps 1998 r. N 3-®@3 "O HapKOTHMYeCKUX
Cpe/iCcTBax U MCUXOTPONHbIX BemlecTBax" (CobpaHue 3akoHOaTebCTBa Poccutickoit ®eneparium, 1998,
N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®egepanbHbiii 3aKk0H N 3-D3).

Odopmnenue perienToB B (popme 371€KTPOHHBIX JOKYMEHTOB OCYLECTB/SIETCS B C/yuyae MPUHSATHUS
YIO/THOMOYEHHBIM OPTaHOM HCTIO/THUTEIbHOU BlacTH cyObekTa Poccuiickoii deaepaiiyivi B COOTBETCTBUN
¢ myHKToM 4 crath 6 ®egmepasbHoro 3akoHa or 12 ampens 2010 r. N 61-®@3 "O6 obpatieHun
JIeKapCTBeHHBbIX cpeAcTB" <5> pelieHuss 00 MCIO/B30BAaHUM Ha TEPPUTOPUM CyObekTa Poccuiickoi
@efepaliui Hapsily C pelleliTaMM Ha JieKapCTBeHHbIe TIperaparbl, OQOPMJIEHHBIMU Ha OyMa)KHOM
HOCUTeJie, peleNTOB Ha JieKapCTBeHHbIe TiperapaThbl, CHOPMHUPOBAHHLIX B ¢opMe 3/IeKTPOHHBIX
JIOKyMEHTOB.

<5> CobpaHnue 3akoHO/jaTeTbcTBa Poccuiickoii ®egeparnuu, 2010, N 16, cT. 1815, 2019, N 52, cT.
7793.

3. Tlpu BbIMKMCKe TmMallMeHTa W3 MeJUI[MHCKOM OpraHv3aliid, B KOTOPOW eMy OKa3biBajach
Me/IMI[MHCKasl TIOMOIIb B CTAl[MOHAPHBIX YCJOBUSAX, TMPU HEOOXOJUMOCTU TIPOJO/DKEHHsS TpHeMa
JIeKapCTBEHHOTO TpernapaTa B aM0y/1aTOPHBIX YC/IOBUSX JIAHHOMY TAlLMEHTY TI0 PEIIeHUI0 PYKOBOZMTEISI
Me/IMI[MHCKON OpraHu3aliy Ha3HauarTcs ¢ oopmieHHeM peLienta B popMe 3/1IeKTPOHHOTO [JOKYMeHTa
u (W) Ha OyMaKHOM HoOcUTesle (3a HUCK/IIOUeHHWeM O(OPMJIEHHs PeLIeNTOB Ha JieKapCTBeHHbIe
Triperaparsl, TOJJIeXallfe OTITyCKy OecrijlaTHO WM CO CKUJKOW) MO0 BBIJAOTCS (TIALMEeHTY WK ero



3aKOHHOMY TIPeZICTaBUTE/F0) OJHOBPDEMEHHO C BBIMMCKOM W3 MCTOpUM 00/1e3HU JieKapCTBeHHbIe
riperiapaThl, B TOM UKC/e HAapKOTUUYeCKHe W TICHUXOTPOIIHbIe JieKapCTBeHHbIe TperapaThbl, BHeCEHHbIe B
crmcku II m Il mepeuHss HapKOTMYECKHUX CPeJCTB, TMCHUXOTPOIHBIX Bel[eCTB M MX MPEKYpPCOPOB,
no/i/iexxalux KOHTpoyito B Poccuiickoit @epepaiiyuu, yTBepxkgeHHOro IIpaButenbcTBOM Poccuiickoi
®enepanyu <6> (zasee - [lepeueHs), CUIBHO/IEHCTBYIOIIIYE JIeKapCTBeHHbIe TIperapaThl, Ha CPOK MpreMa
TMaLueHToM 10 5 JTHel.

<6> ITyHkT 2 ctatbu 2 DenepansHoro 3akoHa N 3-d3 (CobpaHue 3akKoHO/aTe/IbCTBA PoccuiicKoi
Depeparum, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHaueHuWe JIeKAapDCTBEHHBIX [periapaToB IIPU OKa3aHUM MEJULMHCKOW TIOMOIIM B
CTALIMOHAPHBIX  YCJIOBUSAX MOXKET OCYLIECTBJSATHCS — TMOCPEAICTBOM TpeOOBaHWUN  MeOUIIMHCKOU
OpraHM3alluM,  HarpaB/seMblX B  anTeuHble  OpraHu3alyy,  SIB/SIIOIUECS — CTPYKTYPHBIMHU
no/ipa3ze/ieHUsIMU MeIULIMHCKOM OpraHu3aluu. <7>

<7> Ilyukt 54 cratbu 4 ®PepnepanbHoro 3akoHa ot 12 ampesnst 2010 r. N 61-®3 "O6 obpaijennu
nekapcTtBeHHbIX cpecTB" (CobpaHue 3akoHOaTebCcTBa Poccuiickoit @epeparum, 2010, N 16, cr. 1815;
2019, N 31, cT. 4456) (nanee - ®enepanbHblii 3aKkoH N 61-D3).

5. Ha3HaueHWe JiIeKapCTBEHHBIX TIPENapaToOB OCYIIIECTB/ISETCS MEAUIUHCKUM pPabOTHUKOM I10
Me)XXyHapOJHOMY HelaTeHTOBaHHOMY HavMEHOBaHMIO, a TIPH ero OTCYTCTBUU - IPYIIIIMPOBOUYHOMY WJIU
XMMHUUYEeCKOMY HavMeHOBaHWIO. B cjayyae OTCYTCTBUSI ~MEXAYHapOAHOTO  HeraTeHTOBaHHOIO
HavMeHOBaHUSI Y TPYIIHMPOBOYHOIO W/IM XMMHUYECKOIO HauMEHOBAaHUSl JIeKapCTBEHHOrO Iperiapara
JIeKapCTBeHHBIM MpernapaT Ha3HAuaeTCss MeULIMHCKAM PabOTHUKOM 110 TOPrOBOMY HauMeHOBaHuUI0. [1pu
Ha/MuMy MeJULIMHCKUX T0Ka3aHWi (MHAUBUAYyaibHash HEepeHOCUMOCTb, 10 YKM3HEHHBIM [MOKa3aHUsIM)
MO peIleHUI0 BpaueOHOW KOMHUCCUM MEAUIUHCKOW OpraHM3aliu <8> OCYIIeCTBISeTCs Ha3HAaueHUe U
oopmiieHHe Ha3HaueHUsi JieKapCTBEHHBIX IIperapaTtoB, He BXOJSIIMX B CTaHAAPThl MeAWULIMHCKOMN
TOMOIIIM, pa3paboTaHHble B COOTBETCTBUU C MyHKTOM 14 crathu 37 PepepanbHoro 3akoHa N 323-D3
<9>, WM He TIPeJyCMOTPEHHBIX COOTBETCTBYHOIeN KIMHUYECKON peKoMeHJaruel, 100 Mo TOProBbIM
HauMeHOBaHUsIM. PellleHWe BpaueOHOW KOMHCCHMM MEAMIIMHCKOW OpraHu3aiui  (QUKCUPYeTcs B
Me/IMI[UHCKOM IOKyMeHTalUY TIallieHTa U B )KypHasie BpaueOHOM KOMUCCHUH.

<8> Ilpuka3 MuHHCTepPCTBa 3/lpaBOOXpaHeHusI U COL[ManbHOrO pa3BuThs Poccuiickoit ®eznepaiiyu
ot 5 mast 2012 r. N 5021 "O6 yTBep)XIeHUH TOpsiZika CO3ZIAHUS U [IeSITe/TbHOCTH BpaueOHONH KOMHUCCHU
MeJUI[MHCKOW opraHu3aluu’ (3aperucTpupoBaH MuHHMCTepcTBOM tocTuliiu Poccutickoit @epnepaiyu 9
ntoHg 2012 r., peructpayuoHHbii N 24516) ¢ m3MeHeHUsIMM, BHECEHHbIMU NPHUKa3oM MuHHCTepCTBa
3npaBooxpaHeHuss Poccutickoit ®epepaumu ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MuHucTepcTBOM tocTHivu Poccuiickor ®eneparyu 23 fekabps 2013 r., peructparronsbiii N 30714).

<9> Cobpanue 3aKoHOzaTebCTBa Poccutickoit deneparmu, 2011, N 48, cT. 6724.

Ecnu mpy okaszaHMM TIAl[MeHTy MeAULIMHCKOM TIOMOIIM B MeJUI[MHCKOW OpraHu3aluv B
CTAlIMOHAPHBIX YCJIOBUSAX TIO PEIIeHHI0 BpaueOHOWM KOMHCCHM OCYIIIECTB/ISIFOTCS Ha3HaueHHe M
TIpUMeHeHHe JIeKapCTBEeHHOT0 TIperiapaTta C KOHKPeTHBIM TOPrOBbIM HaWMeHOBaHWEM, TO MPH OKa3aHUHU
JJaHHOMY TalMeHTy MeJULIMHCKOM TOMOLM B WHOW MeJULIMHCKOW OpraHu3alydyd B CTalLMOHAapHBIX



YUIOBHAX, a TdKXKe B aM6YJ'IaTOpHI:IX YUIOBUAX OCYLIECTB/IAETCA Hd3HaU€HHE €My JIEKaDCTBEHHOI'O
rperapaTa C TeM >XKe TOProBbiIM HAMMEHOBAHUEM <10>.

<10> Ilynkt 2 nocraHoBnenus [IpaBurtenscTtBa Poccuiickont @epeparuu ot 30.06.2020 N 965 "O
BHeceHMU M3MeHeHWH B IIpaBusia hopMupoBaHUs TepeuHsi JeKapCTBEHHBIX CPEe/CTB, 3aKyMNKa KOTOPBIX
OCYILIeCTBJISIETCSI B COOTBETCTBUU C UX TOPTOBbIMM HaVMEHOBAHUSIMM, Y O TIPUMEHEHHH JIeKapCTBEHHBIX
TIperiapaToB C KOHKPETHBIMH TOPrOBbIMHA HanMeHoBaHUsMU' (CoOpaHue 3aKOHO/[aTe/IbCTBa Poccuiickoi
®epnepauyuy, 2020, N 28, ct. 4422).

6. Ha3HaueHuWe /1eKapCTBEHHOTO MperapaTa B pelienTe Ha OyMa)KHOM HOCHUTesIe WM peLierTe B
(opmMe 3/1IeKTPOHHOTO [OKyMeHTa odopM/seTcsi Ha WMs TalueHTa, [jisi KOTOPOro TipeAHa3HaueH
JleKapCTBeHHbIH Mperapar.

Perjenit Ha OymakHOM HocuTesie, opopM/IeHHBI Ha perjenitypHoM OmaHke ¢gopm N 107/y-HIT, N
107-1/y, N 148-1/y-88, N 148-1/y-04(s1), yTBep>K/[€HHbIX HACTOSIIMM TIPUKA30M, MOXKET ObITb IMOJTyueH
MalyeHTOM, ero 3aKOHHbIM MpeJCTaBUTe/IeM WM JIULIOM, MMeIoLuM 0(GOpPM/IEHHYI0 B COOTBETCTBUU C
TPaKJaHCKUM 3aKOHOJaTenbCcTBOM Poccuiickoii ®efepaljuy [JOBEPEeHHOCTb OT [MalleHTa Ha MpaBo
T0JIyYeHHsl TaKOTo peLienTa (Jasnee - yIioJIHOMOYEHHOE JIULIO).

[TpencraBieHre JOBEPEHHOCTH He TpeOyeTcs B C/lyyae TIOJyYeHHsl pelienTa Ha JieKapCTBEHHbBIN
mperapar Jjis MHKypa0esbHOro 0OO0/LHOTO Ha  3aBepllaiolleM IJTare ero JKU3HU  JIMIOM,
OCYILIECTBJISIIOIINM YXO7 32 TaKUM UHKypabebHbIM 00/IbHBIM. B TakoM ciiyuae MeJUIIMHCKUN PabOTHUK
BbIZIaeT JIMI]Y, OCYIIECTBJISIFOIIEMY YXOZ 3a MHKypaOe/lbHbIM OOJIbHBIM, AOKYMEHT, TOATBEDKIAFOIUI
MHKypabe/bHOe COCTOsIHME OOJIbHOTO, COJIepyKall[iii CBeIEHUs] O JIMlle, KOTOpoe OyJeT Mo/aydaTh
JleKapCTBeHHbIe Tperaparsl Mo pewenty (dbamunus, UMsi, 0OTYeCTBO (TIOC/eHee - TIPU HaIUuWH), BUJ,
cepusi U (WM) HOMep [OKYMEHTa, y/JOCTOBEPSIOLero JIMYHOCTh), 3aBePEHHBIN TMOJANUCHI0 W TeuaThbio
JTAHHOTO MeJULIMHCKOTO pabOTHHKA, a TaKKe MevaTbio MeIUI[UHCKOW OpraHu3aliyu.

IToKyMeHT, MO/ TBEP)KAAIOINM HMHKypabesbHOe COCTOSTHHMe OO0JIbHOTO, OCTAaeTCs B anTeuHOU
OpraHM3aLuu.

PerjenT B (hopMe 371€KTPOHHOTO [JOKyMeHTa (POPMHUPYETCS C MCMOIb30BaHUEM TOCY/apCTBEHHOM
nH(MOpMAallMOHHOW CHCTeMbl B cdepe 3apaBooxpaHeHUsi cCybOwbekta Poccuiickoii @epeparud,
MeJULIMHCKOW MHGOPMAI[MOHHON CUCTeMbI MeTUL[UHCKOM opraHu3anuu <11>,

<11> Cratebu 91 u 91.1 DegepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO/ATEIHLCTBA
Poccutickoii @epeparyy, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@®akT BbJ@UM pelienTa Ha JeKapCTBEHHBbIM TMperapaT 3aKOHHOMY TIpe/CTaBUTENI0 WU
YTIOJTHOMOYEHHOMY JULY (DUKCUPYeTCs B MeAUIIMHCKON IOKYMeHTAl[|U MallieHTa.

7. MegumHCKUM paboTHUKaM 3aripelrjaeTcsi opOpM/ISTh pPerienThbl NMPU OTCYTCTBUU Y TIallMeHTa
MeJULMHCKUX TI0Ka3aHWM; Ha He3aperdCTpUpPOBaHHbIe JIeKapCTBEHHbIe TMpernapaTel <12>; Ha
JleKapCTBeHHbIE Mpernaparhl, KOTOpble B COOTBETCTBUU C MHCTPYKLIMEN N0 MeJULIMHCKOMY MPHUMEeHEeHUI0
Tpe/iHa3HaueHkbI [1Jis1 NPUMeHeHUs TOJIbKO B MeJULIMHCKUX OpraHU3alisX; Ha HapKOTUYeCKue CpefiCTBa U
TICUXOTPOIHbIe BelllecTBa, BHeceHHble B crucok II IlepeuHsi, 3aperMcTpupoBaHHblE B KauecTBe
JIeKapCTBEHHBIX MperapaToB, B Lje/IsIX MPUMeHeHUs /17151 leueHs] HAPKOMaHUM.



<12> Pemenue CoBera EBpa3uiickoili 3KOHOMUYeCKOW Komuccuu oT 3 Hosibps 2016 r. N 78 "O
[IpaBunax perucTpaniii U SKCIEepPTU3bl JIEKapCTBEHHBIX CPEACTB [JiI1 MeJULIMHCKOrO NpUMeHeHus"
(odburmanbHbIM caliT EBpa3uiickoro 3K0HOMHUECKOTo coto3a http://www.eaeunion.org/, 21 Hosi6ps 2016
r.). CtaTthst 13 ®PenepanpHoro 3akoHa N 61-®d3 (CobpaHue 3aKoHOaTeIbcTBa Poccuiickoii depepariyu,
2010, N 16, cT. 1815; 2020, N 14, ct. 2028).

NupuBryanbHbIM — TIpeANpUHUMATE/IAM,  OCYLUeCTBJ/SIOIUM — MEeJULIMHCKYIO  JIeiTeJIbHOCTb,
JIOTIOJIHUTENTBHO K TpeOOBaHMSM, yKa3aHHbIM B ab3alle TIepBOM HACTOSIIETO IyHKTA, 3arpelaeTcs
oopMJISTH pelienTbl Ha HapKOTUYeCKHe CpeJiCTBa U TICUXOTPOITHbIE BelljeCTBa, BHeCeHHbIe B CrUCKU 11 u
IIT Tlepeunsi (nanee - HapKOTUUECKHe W TICUXOTPOIMHbIe JieKapCTBeHHbIe mperapaThl cruckoB 11 u III
[Tepeuns).

8. Ilpy Ha3HaueHHWM HApKOTUUYECKUX M IICUXOTPOMNHBIX JIeKAPCTBEHHBIX IpernaparoB crnucka Il
[TepeuHs, 3a UCK/IFOUEHMEM JIEKAPCTBEHHBIX TIperapaTtoB B BH/Ee TPaHCAepMaslbHbIX TepareBTUYeCKUX
CUCTeM U JIeKapCTBEHHBIX IIpernaparoB, COJep)KalluX HapKOTHYeCcKoe CpeJCTBO B COYETAaHUU C
AQHTarOHUCTOM ONMHOUW/HBIX PELENTOPOB, PpeLenThl Ha OyMakHOM HocuTesie O(OPMIISIOTCA Ha
peuienitypHoM 6anke ¢opmbr N 107/y-HII.

9. PejenitypHbiii 6/1aHK hopmbl N 148-1/y-88 odopmiisieTcst ipy Ha3HaUeHWUH:

1) HapKOTHMYeCKHWX W TICUXOTPOITHBbIX JieKapCTBeHHBIX mperapaToB crvcka II [lepeunss B Buje
TpaHCJepMaJIbHbIX TeparieBTUYeCKUX CUCTeM, HAapKOTUUeCKMX JIeKapCTBEHHBIX IpernapaToB crivcka Il
[lepeuns, copepKalux HApKOTHYeCKOe CpeACTBO B COYETAHMM C AHTAarOHWUCTOM OINMUOWJHBIX
peLienTopoB, NICUXOTPOIHBIX JIeKapCTBeHHbIX Iperaparos crvcka I1I [Tepeuns;

2) KOMOMHUPOBAHHBIX JIeKapCTBEHHBIX TIPerapaToB, COZep KalliX:

a) KOZIeWH WM ero coyy (B repecueTe Ha UMCTOe BellleCcTBO) B KosinyecTBe /10 20 M BK/TFOUMTE/IEHO
(Ha 1 ;mo3y TBepzoi JieKapcTBeHHOW (hopMbl) MM B KoaudecTtBe 70 200 mr Bk/atounTenbHO (Ha 100 mn
v 100 1 KuAKOoM eKapCTBeHHOM (OopMbI ijisi BHYTPEHHEer o TIpUMeHeH s );

6) nceBo3¢deprHa THIPOXIOPHZ, B KOJIMUECTBe, rpeBbiiiatoiieM 30 mr, 1 10 60 MI BKJIFOUUTETBHO
(Ha 1 mo3y TBepz0ii leKapCTBeHHOU (hOpMBI);

B) riceBj03(deprHA THIPOXJIOPH/] B KOJIMUeCTBe, rpeBbimatoiieM 30 Mr, 1 10 60 MI BK/IFOUMTETEHO
B COUETaHWH C ZIeKCTpOMeTOpP(haHOM T'HpoOpOMHUIOM B KOJIMUeCTBe, TipeBbimatorieM 10 mr, u g0 30 Mr
BK/HOUMTENBbHO (Ha 1 /103y TBep/oli 1eKapCcTBeHHOM (hopMbl);

r) fekcTpoMeTopdaHa rugpobpomu B Komuectse Ao 200 mr BrmounTenbHO (Ha 100 M i 100 T
JKUJTKOW JleKapCTBeHHOM (hOpMBbI ijisi BHYTPEHHEro MpUMeHeHUs );

) 2¢epuHa TUAPOXJIOPH/, B KoMuecTBe, TipeBbiiiatoiieM 100 mr, u 10 300 Mr BKIHOUUTETHHO (Ha
100 m1 umm 100 r KuAKOM JieKapCTBEHHOM (POPMBI /I/isi BHYyTPEHHEer 0 TIPUMeHeHus);

e) a3deapuHa TUAPOXJOPU] B KomuuecTBe A0 50 Mr BKIOuuTesibHO (Ha 1 03y TBepzoi
JileKapCTBeHHOM (hopMbI);

’K) (eHWINporaHo/JaMUH B KOJMUYeCTBe 0 75 Mr BK/IOUMTeNbHO (Ha 1 [03y TBep/ou
nekapctBeHHoU (opmbl) U A0 300 mr BratounTenbHO (Ha 100 ma wim 100 T >KUIKOM J1eKapCTBeHHOM
(hopMbI /17151 BHYTPEHHEro MpuMeHeHUs );



3) ¢eHobapbuTan B KomuuectBe 0 15 Mr BK/IIOUMTENbHO B COYETaHWH C KOJEMHOM (WU ero
COJISIMM) He3aBUCHUMO OT KonruecTBa (Ha 1 7103y TBep/i0ii ieKapCTBeHHOM (OpMBI);

1) deHobapbutan B KommuectBe A0 20 Mr BK/IIOUMTE/ILHO B COUETAaHWM C 3(eapuHOM
TU/IPOXJIOPUIOM He3aBHUCUMO OT KojiMuecTBa (Ha 1 103y TBep/ioii ieKapCTBEHHOM ()opMbl);

K) XJIOpJua3eroKCysi B KoauuecTBe, npeBbinaroiiemM 10 mr, u 10 20 Mr BK/IrounTenbHO (Ha 1 703y
TBep/I0i JieKapCTBeHHOU (hOpMBI);

3) 7nekapCTBEeHHBIX IIperapaToB WHAUBUAYaIbHOIO W3TOTOBJEHUS], COJep)KallliX HapKOTUuecKoe
CpeJICTBO WJ/IU TICUXOTPOMHOoe BeljecTBO criucka II [lepeunsi, u gpyrue hapmMako/iorhyecKkrie aKTUBHbIE
BellleCTBA B /Ji03e, He TIpeBbIlLIAIOIlel BBLICIIY0 pa3oByK /03y, W TMpU YCIOBUH, UTO 3TOT
KOMOVMHUPOBAHHBIM JIEKAPCTBEHHbBIN TIperapat He sBJSETCS HAPKOTUYECKMM WM TICUXOTPOIHBIM
JIeKapCTBEeHHBIM TpenapatoM crivcka Il TTepeuns;

4) nekapCTBeHHBbIX IIperapaToB, BK/IIOUEHHBbIX B IlepeueHb JIEKApCTBEHHBbIX CpPeACTB /s
Me/IMLIMHCKOrO  NPUMEHEeHMs], TMOJJIeXXaluxX IpeJMeTHO-KO/IMUeCTBeHHOMY  yueTy (Janee -
JIeKapCTBeHHbIe Mpernaparsl, BK/IIOUeHHble B repeueHs [TKY) <13>.

<13> IoanyHKT 5.2.171(1) nyHkrta 5 nocraHoBeHusi [IpaBurensctBa Poccuiickoii @egeparuu ot
19.06.2012 N 608 "O6 yrtBepkaeHuu IlonoxeHusi o MHUHUCTEPCTBe 3/IpaBOOXpaHeHUsi Poccuiickoit
Qeneparun’” (ganee - Ilonoxenne o MwunuctepctBe) (CobpaHue 3aKOHOATeNbCTBA PoccuiicKoM
®enepanuuy, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. PenenitypHbiii 61aHK Gopmbl N 148-1/y-04(1) odopmsieTcss TIpyu Ha3HAUEHUM JIeKapCTBEHHBIX
TperaparoB rpakJaHaM, UMEOI[UM TPaBO Ha OecrijiaTHOe ToJTyueHHe JIEKapCTBEHHBIX MPerapaToB UM
ToJTyueHHe JIeKapCTBEHHBIX MMPerapaToB CO CKU/IKOM.

11. PeyentypHsiii 651avk popmbl N 107-1/y odopmiisieTcsi Ipy Ha3HAUEHUU:
1) nekapcTBeHHbIX MpenapaToB, He yKa3aHHbIX B MyHKTax 8, 9 Hacrosiuero [Topsjka;
2) KOMOMHMPOBAHHBIX JIEKapPCTBEHHBIX TIPETIapaToB, COAEP KalUX:

a) sprotaMuHa TM/pOTapTpaT B KO/JIWYeCTBe [0 5 Mr BK/IHOUMUTeNbHO (Ha 1 03y TBepaou
JIeKapCTBeHHOU (pOpMbI);

0) acbeapuna ruapoxaopuz B KonuuectBe A0 100 mr BkmounTenbHO (Ha 100 mut i 100 T >KugKoi
JleKapCTBeHHOM (OpMbI [ijisi BHYTPEHHEer o IpUMeHeH s );

B) miceB/j03deiprHa THAPOXJIOPU/, B KOMMUecTBe, He TipeBbIiatomieM 30 mr (Ha 1 103y TBepaoi
JIeKapCTBeHHOU (pOpMbI);

r) mceBo3deApruHa TUAPOX/IOPU[, B KOIWYecTBe, He rmpeBbimaroiieM 30 Mr, B COYeTaHHUM C
JeKcTpoMeTophaHoOM rMIpOOPOMU/IOM B KOJTUUECTBe, MpeBbiiiatoiiemM 10 mr, u 7o 30 Mr BK/IIOUMTETbHO
(Ha 1 #mo3y TBep/i0ii JieKapCTBEHHOU (JOpMbI);

I) pekctpoMmeropdaHa ruipoOpomMH B KojauuecTBe, mpeBbimaroiieM 10 mr, u go 30 wmr
BK/IHOUMTENbHO (Ha 1 /103y TBep/oli 1eKapCcTBeHHOM (hOopMbl);



e) dheHobapouTan B KonuuecTBe, npeBblmaroiiemM 20 mr, U g0 50 Mr BKmrouuTenbHO (Ha 1 703y
TBep/I0 JieKapCTBeHHOU (HhOpMBI);

) ¢eHobapbutan B KomuuectBe g0 20 Mr BK/IIOUYWTENBHO B COUETaHMM C SProTaMUHOM
TUIPOTapTPaTOM He3aBUCUMO OT KoiruecTBa (Ha 1 /103y TBep/0ii ieKapCTBeHHOM (OpMBI);

3) XJI0pAura3enokcus B KoaudectBe 7o 10 Mr BK/IHOUMUTe/NbHO (Ha 1 Z03y TBep/oi eKapCTBeHHON
¢opmsl).

12. Tlpy Ha3HaueHUM JIeKapCTBEHHOTO TperapaTa MH/AWBU/ya/llbHOTO M3rOTOBJIEHUs B pelienTe Ha
OymaxHoM HocuTesne W (W) penente B (oOpMe 37IeKTPOHHOTO [OKYMeHTa HaWMeHOBaHUS
JIeKapCTBEHHBbIX CPeJCTB (BellecTB), BKIOUYEHHbIX B repeueHb 1KY, ykasbiBaroTCs B Hayaze peLenTa,
3aTeM - BCe OCTaJIbHble MHIPeJIUEeHTHI.

13. Tlpu Ha3HaueHWM JIeKapCTBEHHOT'O Tperapara B pellenTe Ha OyMakKHOM HocuTtene U (W)
petienite B (opMe 3/€KTPOHHOTO /JAOKYMeHTa 3aripeljaeTcsi TpeBbIIaTh KOIUYECTBO HAPKOTHUUECKUX
CPeACTB WIM TICUXOTPOMHBIX BeIeCTB, KOTOpPOe MOKeT ObITh BBIMMCAHO B OJHOM peLenTe,
ycTaHoB/ieHHOe ripuioxkeHrem N 1 K Hacrosiemy [lopsiiky, 3a WUCK/IOUeHUEM CilydaeB, YKa3aHHBIX B
nyHkKrax 15 u 24 Hacrosiero ITopsigka.

14. ITpu Ha3HaueHWH JIeKapCTBEHHBIX IperaparoB, BK/IIOUeHHbIX B nepeueHb [TKY, no3a KOTOpbix
MpeBbIIIAeT BBICIIMN OJHOKDATHBIM TpUeM, MeJUIMHCKUKA paboTHUK o0003HauaeT [03y 3TOTO
JIeKapCTBEHHOTO TperapaTa B pelente Ha OyMaXHOM HOCHUTe/le TIPOMUChI0 C TPOCTaBJI€HUEM
BOCK/IMLIATE/IbHOTO 3HaKa U (WIK) TIPOCTaB/isieT BOCKIMIATebHbIA 3HaK MpyU 0(OPM/IEHUM peliernTa B
(hopMe 3/1eKTPOHHOTO IOKyMeHTa.

15. KosinuecTBO Ha3HAUeHHBIX JIEKAPCTBEHHBIX TIpernapaToB, BKIOUEHHBIX B mepeueHb [IKY, npu
OKa3aHWM MalueHTaM, HYXJAKUMMCSd B [/IMTEJbHOM JIeYeHUW, TePBUUHOM MeAUKO-CaHUTapHOU
MOMOIIM W Ta/JJTMAaTUBHOW MeAUI[UHCKON TOMOIIM MOKeT OBITh YBeIMUeHO C yueTOM KIMHUYeCKUX
pekoMeHzaLuii He Gosiee yeM B 2 pa3a MO CPaBHEHHIO C KOJTMYECTBOM HAPKOTHUECKMX CPeJCTB WU
TICUXOTPOITHBIX BeIIeCTB, KOTOPOe MOXKeT ObITh BBHIMMCAHO B OJHOM peLenTe, YCTaHOB/IEHHBIM
npusioxkeHveM N 1 K Hacrosiemy [lopsaky.

B ciyuasix, mpeycCMOTpeHHBIX ab3alrieM TMepBbIM HACTOSILETO MyHKTA, Ha pelienTax Ha OymMa)kHOM
HOCUTeJIe Tpor3BoguTCs Haamuch "[lo crerpanbHOMY Ha3HayeHUIO'", OTZE/IbHO 3aBepeHHasi MOJIUCHIO
MeZMLIMHCKOTO pabOTHMKA W TeuaTbl0 MeAWIIMHCKOW opraHu3auuy "[Ins perentoB”, Ha peljentax B
¢opme 5/IEKTPOHHOTO [IOKyMeHTa Npou3BoAuTCs oTMeTkKa "[lo crelanbHOMY Ha3HayeHHI0" C
MIPOCTaB/IeHUEM YCHUIEHHOW KBaTM(PULIMPOBAHHOMN 3/IEKTPOHHOM MO/MTUCH MeAULIUHCKOTO PaOOTHHKA.

16. CocraB /1eKapCTBEHHOTO TIperapara, JieKapCTBeHHass opMa U oOpaieHue MeULIMHCKOTO
paboTHUKa K ¢apMarieBTUueckoMy pabOTHHKY 00 OTITyCKe JieKapCTBEHHOTO rperiapata Ha OyMakKHOM
HocuTesie 0hOPMIISIFOTCS Ha JIATUHCKOM WM PYCCKOM SI3bIKE B POZAMTEILHOM TaZieXke, 3a UCKIHOUEHUEM
odopmsieHUs perienToB B popMe 37IEKTPOHHOTO JIOKYMEHTa, OCYIIeCTB/ISIEMOT0 Ha PYCCKOM SI3bIKE.

[Tpu oopmieHHM peLienTyPHBIX 0JIaHKOB /IOy CKAeTCsl UCTIOIb30BaHHE COKpAIleHUH (TIPUI0XKeHHe
N 2 k Hactosiiemy [Topsiky).

[Ipy Ha3HaueHMM JIeKapCTBEHHOr'O TiperapaTa He [OMyCKaeTCsd COKpallleHWe HauMeHOBaHWM
VHIPeJIMeHTOB, COCTaBJISIFOLIMX JIeKapCTBEHHbIM Mpernapar, He MO3BOJISIOLUX YCTaHOBUTh, KAKOW UMEHHO

HeKapCTBEHHbIﬁ rnperapaT Ha3HAU€eH.

17. Criocob mpuMeHeHUsl JIeKapCTBEHHOTO Tperiapata 00603HauaeTcst ¢ yka3aHUeM TyTH BBe/IeHUs,



Jl03bl, UaCTOThbI, BpEMEHU MpHeMa OTHOCHUTEeNbHO CHa (yTPOM, Ha HOUb) U €ro JJIMTeNbHOCTH, a AJIs
JIeKapCTBEHHBbIX TIperapaToB, B3aUMOJEUCTBYIOIUX C TMUINEeH, - BPEMEHU WX YHOTpeOsieHus
OTHOCUTEJILHO TpHeMa MULLM (10 eJjbl, BO BPeMs e/ibl, TIOC/Ie eJlbl).

18. TIpu HEOOXOUMOCTH HEMEIJIEHHOTO WM CPOYHOTO (B TeueHHe /ByX pabouux AHel) OThycKa
JIeKapCTBEHHOTO Tperiapata TMaldeHTy B BepXHeM 4YacTd perenrta Ha OymMa)KHOM HOCHUTese
MIPOCTaBJISIIOTCS 0003HaueHus "cito" (cpouHo) waM "statim" (HeMezJIeHHO). AHa/IOTHUHBIE 0003HAUEHMS
TIPOCTaBJISIFOTCS B BUZIE OTMETOK MPU 0()OpMJIeHUH peLienTa B (popMe 3/1eKTPOHHOTO JOKYMEeHTa.

19. IIpu opopmeHnHr Ha3HaYeHUsI TOTOBOTO JIEKAPCTBEHHOTO TIperapara B peljenrte Ha OyMa)KHOM
HOCUTeJle WM pelieniTe B (opMe 3AeKTPOHHOIO JOKyMeHTa KOJMYeCTBO [elCTBYIOIIUX BellecTB
yKa3blBaeTCsi B COOTBETCTBUM C HWHCTPYKLMEH I0 MeJWLIMHCKOMY TPMMEHEeHUI0 JIeKapCTBeHHOI'O
ripernapaTa. [JomycTUMO yKasbIBaTh J03UPOBKY JIEKAPCTBEHHbIX MpernapaToB CUCTEMHOTO AeWCTBUs (/s
pe30pOTHBHOTO TIpHeMa) B TBEP/BIX JIeKAPCTBEHHBIX popMax (Haripumep, Tab/eTKu, TIOPOILKH, KarCyJIbl)
KaK cofiep>kaHWe OJIHOTO W/ HeCKOJbKHX JeMCTBYIOLMX BelecTB B eAUHULIAX Macchl (B rpammax,
MUJJIMTpaMMax). JJomyCcTUMO yKasbIBaThb [JO3MPOBKY JIeKapCTBEHHBIX MpernapaTroB CUCTEMHOIO [1eHCTBUS
(st pe3opOTMBHOTO TIPUMEHEHUs)) B JKUJKWUX JieKapCTBeHHbIX (opmax (HampuMmep, pacTBOPHI,
CYCITIeH3UM) KaK COZepKaHue OJHOIO WM HeCKOJbKMX JeMCTBYIOLMX BellecTB B eJMHHLIaX MaccChl Ha
eMHUIy oObeMa (Harmpumep, MWITUTPaMM/MWITUIUTP) C yKa3aHHeM 00Iiero oobema jieKapCTBeHHOM

(hopMbL.

ITpu odopmieHnr Ha3HaueHHs JIEKapCTBEHHOTO TIperiapaTa WHAWBH/YaJbHOTO HW3TOTOBJIEHUs B
pelienTe Ha OyMa)KHOM HOCUTeJIe WK perienTe B (popMe 37eKTPOHHOIO JJOKYMEHTa KOJTMUECTBO TBEP/bIX
U ChIMyurx dapMalieBTUUecKux cybcraHuumii ykasbiBaercsi B rpammax (0,001; 0,5; 1,0), >kuakux - B
MUJUTAIUTPaX, TpaMMax U Karuisix.

20. PenenTbl Ha OymMa)kHOM HocuTesie, B (hopMe 3/IeKTPOHHOTO [JOKyMeHTa, o(opMieHHbIe Ha
pelienTypHoM OsiaHke ¢opmbl N 148-1/y-88 u mpegHa3HaueHHbIE [JIT OTIYCKA JIEKAPCTBEHHBIX
TriperiapaTos, TIpelyCMOTPeHHbIX MoAnyHKTamu 1 - 3 nyHkTa 9 Hacrosiero [Topsifka, AeliCTBUTENbHBI B
TeueHue 15 AHel co fAHs oopmMieHusI.

21. Penyentbl Ha OymMa)kHOM HocuTesie, B (hopMe 3/IeKTPOHHOTO [JOKyMeHTa, o(opMieHHbIe Ha
petienntypHoM OmaHke dopmbl N 148-1/y-04(s1) ¥ mpesHa3HaueHHbIe /I OTIYCKa JIeKapCTBEHHBIX
riperiapaToB rpakJaHaM, yKa3aHHbIM B myHKTe 10 Hacrtosimjero Ilopsiika, JeiicTBUTeNbHBI B TeueHue 30
[Hel co fHs1 oopMIeHus], 3a UCK/TFOUeHHeM Cy4yaeB o)opMiIeHHs pelierniTa B COOTBETCTBUU C MyHKTaMHU
38 u 39 Hacrositero ITopsiika, Py KOTOPLIX OH JIeNCTBUTe/IEH B TeueHWe 15 [Hel co AHS opopM/IeHUsI.

22. Penjentbl Ha OyMa)kHOM HocuTesie, B (hopMe 3/IEKTPOHHOTO [JOKYMeHTa, Oo(opM/eHHbIe Ha
perienitypHoM OsiaHke ¢dopMbl N 148-1/y-04(s1) v TipefHa3HaueHHbIe /i OTITyCKa JieKapCTBEHHBIX
rpernapaToB rpaX/JaHaMm, [JOCTUTILIMM [MeHCUOHHOTO BO3pacTa, WHBA/IWJaM Ie€pBOM TPYMIbl, JeTsIM-
VHBa/IMZAM, a Takke TpaXJaHaM, CTPaJaloIdM XPOHUYeCKMMU 3abosieBaHUSIMU, TPeOyHOLUMU
JTUTEeJTBHOTO KypCOBOTO JieueHUsi, AelcTBUTeNbHbI B TeueHue 90 gHeilt co AHA odopmiieHus, 3a
WCK/IIOUeHWeM (JlyyaeB, yKas3aHHbIX B myHKTax 38 u 39 Hacrosimjero Ilopsiika, MpyM KOTOPBIX OH
JeficTBUTe/IeH B TeueHue 15 fHel co aHS oopmiieHUs!.

[ns neueHWss XPOHWYECKUX 3ab0/IeBaHUM YKa3aHHBIM KaTeropusiM TDaKAaH JieKapCTBeHHbIe
rperiapaTbl C O)OpM/IEHHEM PeLieNTOB Ha OyMa)KHOM HOCHTeJ/ie WU PeLierToB B (hopme 371eKTPOHHOTO
JIOKyMeHTa MOTYT Ha3HauaThCsl Ha Kypc JiedeHus 1o 180 aHel.

23. Perjentbl Ha OyMa)kHOM HocuTesie, B (hopMe 3/IEKTPOHHOTO [JOKYMeHTa, Oo(opM/eHHbIe Ha
perienitypHoM 6aHke dopmbl N 107-1/y v nipeiHa3HaueHHbIe /11 OTITYCKA JIeKApCTBEHHBIX ITPerapaTos,



npelycMOTpPeHHbIX MyHKTOM 11 Hactosiero Ilopsigka, felicTBUTe/nbHbI B TeueHWe 60 aHeil co [HS
odopmiieHusl.

[Ipy Ha3HaueHMM TOTOBBIX JIEKADCTBEHHBIX MperapatoB W JIeKapCTBeHHbIX IIperapaToB
VH/IMBUYaTIbHOTO U3TOTOBJIEHUS MallieHTaM C 3a00/IeBaHUSIMU, TPEOYIOIIMMH JIJTATE/THBHOTO KYPCOBOTO
neueHwus, ¢ ohopmieHHeM Ha peLienTypHOM OsiaHke ¢opmbl N 107-1/y pelienita Ha OyMa>KHOM HOCHTeJie
Wy B hopMe 371eKTPOHHOTO JIOKyMeHTa yCTaHaB/IMBaeTCsl CPOK AeMCTBUs peLieriTa B rpejienax /10 OJHOT0
roza.

B ciyuae ycraHOB/eHMsi CpoKa [IeMCTBUSI pelieNiTa B Tipefesax [0 OAHOrO rofia B peLienTe
MpoOM3BOAUTCS Hafmuch: "o crieruasbHOMY Ha3HaueHMIO", 0003HayaeTCsi CPOK JeMCTBHUSI peliernTa U
TepUOIMUHOCTh OTIYCKa JIeKapCTBEHHBIX TperapaToB M3 alTeYHOW OpraHu3alyyd Wid UHAUBUAYa/TbHbIM
rpe/iNpUHUMaresieM, UMelOIIUM JIMLeH3MI0 Ha (papMal|eBTUUeCKYH0 JesTenbHOCTb <14> (e)keHeze/bHO,
eXeMeCslUHO U HHble nepuofbl). JlOMoMHUTE/BHO 3TO yKa3aHWe 3aBepsieTCsl MOANMUCHI0 MeJULMHCKOTrO
pabOTHMKA, a TaK)Ke TIeuaTbio MeULIMHCKON opranu3anuuy "[Iis petienitoB" (/151 perjenita Ha OyMa)KHOM
HOCHTEeJIE) WIN YCUIeHHON KBaTM(PUIIMPOBAHHOMN 3/IEKTPOHHOM MOAIMUCHI0 MEeAUI[UHCKOTO PabOTHUKA U
JULA, YTIOJIHOMOUYEHHOTO 3aBepsiTh JOKYMEHTbl OT MMEHM MeJMLIMHCKOW OpraHv3alyu (J/s peLienra B
(hopMe 3/1eKTPOHHOTO ZIOKYMEHTA).

<14> IlyHkr 47 vactu 1 crateu 12 ®epepanbHoro 3akoHa or 4 masg 2011 r. N 99-®3 "O
JTUIeH3UPOBAaHUH OT/Ie/TbHBIX BUJIOB JesaTelbHOCTH" (fanee - @enepanbHblii 3akoH N 99-D3) (Cobpanue
3aKoHo/iaTenbcTBa Poccutickon @epepanuuy, 2011, N 19, ct. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha JieKapCTBeHHbIe Tiperaparthbl, BK/IIOUeHHble B TiepeueHb [IKY, nna seuenus
MarMeHToB C XPOHWYeCKUMU 3ab0sieBaHUSIMU MOTYT 0()OPMISITHCS Ha KypC JieueHust 1o 60 mHel.

B cnyuae, Korjga Kypc jneueHust coctaBisieT Gosiee 30 aHel, JOTMOMHUTENBHO B pellenTax Ha
OyMa)KHOM HOCHTese TIPOM3BOJUTCS HaAnmuch "Tlo crieruasbHOMY Ha3HaueHHO', 3aBepeHHast TIOATKUChIO
Me/IMI[UHCKOTO pabOTHWKA W TeYaTbi0 MeJUIIMHCKOW opraHu3aiuu "I[as pelienToB", Ha pelienTax B
dbopme 37EKTPOHHOrO JIOKyMeHTa TIpou3BOAUTCS OTMeTKa "[lo creljuaibHOMY Ha3HaueHUK" C
MPOCTaB/IEHHUEM YCHIEHHOW KBa/M(MUIUPOBAHHOM 3/IEKTPOHHOMN TMOANUCH MeAWUI[UHCKOrO pabOTHHUKA U
JU1ia, YIIOTHOMOYEHHOTO 3aBepsTh JOKYMeHThI OT UMeHH MeJULIMHCKOW OpraHu3aliyu.

25. Penennit Ha OyMaKHOM HOCHTese B (OpMe 3/IeKTPOHHOTO JOKyMeHTa, O(OpPMJIEHHBIH C
HapyllleHHeM yCTaHOB/IeHHBIX HacTosuM [Topsiikom TpeboBaHuii, cCUMTaeTCs He/leCTBUTETbHBIM.

Il. HasHauyeHue neKapCTBEHHbIX NpenaparoB NMpu okasaHuu
ME,qVILI,VIHCKOﬁ noMouin B CTalMOHAPHbIX yC/1OBUAX

26. Ilpy oka3aHMM MaLMEHTy MeAULIMHCKOM TOMOIIM B CTAalMOHAPHBIX YC/IOBUSIX Ha3HaueHue
JIeKapCTBeHHBIX TIperapaTtoB TPou3BoguTCs 6e3 odopmieHus: pelienTa MeJUIIMHCKUM pabOTHHUKOM
eJIJMHOJINYHO, 3a UCK/TFOUEeHHEeM C/TyuaeB, yKa3aHHbIX B MyHKTe 27 HacTtosero [Topsiaka.

27. CornacoBaHue Ha3HaueHUs JIEKaDCTBEHHBIX TPENapaToB C 3aBeAYIOLIMM OTAeIeHHEeM WU
OTBETCTBEHHBIM JI€)KYPHBIM BPAuOM JIUOO JPYTMM JIULOM, YIIOJHOMOUEHHBIM MPUKAa30M [JIaBHOTO Bpaya
Me/IMIIMHCKON OpraHu3alii, a TaKXKe, MpU HAIWYUM, C BPAYOM - K/IMHHUECKUM (DapMaKoIorom
HeoOXO0JMMO B CJTyvasix:

1) omHOBpEMEHHOTO Ha3HaueHusl TISITU U OoJiee jieKapCTBEHHBIX TIPerapaToB OJHOMY Mal[ueHTy;



2) Ha3HaUeHUs JIeKapCTBeHHBIX TPerapaToB, He BXOASIIUX B TiepeueHb KU3HEeHHO HeoOXOUMBIX U
BaKHEUIIIMX JIEKapCTBEHHBIX TpernapaToB <15>, MpyM HETUNMUYHOM TeueHWH 3a00/ieBaHMs, HaTUUUH
OCJIO)KHEHWUH OCHOBHOTO 3aboneBaHuss W (W/IM) COMYTCTBYIOIIMX 3a00/eBaHHWM, MpPH Ha3HAUEHUH
JIeKapCTBEHHBIX TIpPernaparoB, OCOOEHHOCTH B3aWMO/IEMCTBUS U COBMECTHUMOCTH KOTOPBIX COTJIACHO
WHCTPYKLUSIM 110 WX TIPUMEHEHUI0 TIPUBOZAST K CHIDKeHUIO 3(hGeKTUBHOCTH U 0e30macHOCTH
(apmakoTepanuu u (WIM) CO3/al0T MOTEHLIUAIBHYIO OMAaCHOCTb /IJIs1 XKU3HU U 3/10POBbsI Mal[leHTa.

<15> Yactu 1 cratem 60 PepepanpHoro 3akoHa N 61-®3 (CobpaHue 3aKOHO/ATEIHLCTBA
Poccutickoii @epepary, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yka3saHHBbIX C/yyasix Ha3HaueHUe JIeKapCTBEHHBIX MpernapaTtoB (MKCUPYeTCs B MeAULIMHCKON
JIOKYMEHTAl[MH TIallMeHTa U 3aBepsieTCs TOANMUChI0 MEJUIIMHCKOTO pabOTHWKA W 3aBe/yOIero
oTJiefieHreM (OTBETCTBEHHOTO /IeXKYPHOI'0 Bpaya WM [JPyroro yroJIHOMOUEHHOTO JIULA).

28. MeauiMHCKUH PabOOTHUK MeJWLIMHCKOM OpraHu3aluu (ee CTPYKTYpHOTO TMoJpaszesieHus),
pacIio/Io)KeHHOM B CelbCKOM HaceJeHHOM IIyHKTe, OCYILIeCTB/seT Ha3HaueHWe JleKapCTBEeHHBIX
TriperiapaToB B C/IyvasiX, yKa3aHHbIX B ITyHKTax 27 u 29 Hacrosuero [Topsigka, e AMHOMUYHO.

29. o pemreHy0 BpaueOHOM KOMHCCHM TIAl[UeHTaM TIPU OKa3aHUW UM MeAMIIMHCKOW TIOMOIIU B
CTaLMOHAPHBIX YCJIOBUSIX HA3HAYaKOTCS JiIeKapCTBeHHbIe TIperiapaTbl, He BK/OUEHHble B IepeyeHb
JKU3HEHHO HeoOXOAMMBbIX W Ba)KHEWIIMX JieKapCTBEHHBbIX TIperiapaToB, B C/iydyae WUX 3aMeHbl H3-3a
WH/IMBU/lya/lbHOW HEIlepeHOCUMOCTH, T10 >KU3HEHHbIM TTOKa3aHUSsIM.

Perienue Bpaue6HON KOMUCCUM (PUKCHUPYETCS B MeIMLIUHCKOM IOKyMEHTALUY TIallieHTa 1 KypHasie
BpaueOHOM KOMMCCHH.

30. B ciyuasix obciiefioBaHUST U JieUeHUs] TPa)KJaHWHA B CTAllMOHAPHBIX YCIOBUSIX B paMKax
MpeioCTaB/IeHUs] MeJULIMHCKHUX YCIYyr Ha BO3Me3JHOW OCHOBEe 3a CYeT JIMYHBbIX CPe/CTB Tpa/aH,
CpeJiICTB HOpUJWYECKUX JIML] U MHBIX CPe/JCTB HAa OCHOBAaHMHM [IOTOBOpa, B TOM YMWCJEe J0roBopa
JI0OPOBOJILHOTO MEJUIIMHCKOTO CTpaxoBaHWs <16>, eMy MOryT ObITh Ha3HaueHbI JIEKAPCTBEHHbIE
rperaparbl, He BXOJsIIMe B IepeueHb >XU3HEHHO HeOOXOAWMBIX M Ba)KHEMIIMX JieKapCTBEHHBIX
TperaparoB, eC/IM UX Ha3HaUeHWe U MPUMeHeHre 00yC/IOB/IeHO MeIUIUHCKMUMU TTOKa3aHUSMU.

<16> TloctraHnoenenue ITpaBuTenscTBa Poccuiickoit ®eneparuu ot 4 oktsiopst 2012 r. N 1006 "O6
yTBepxxAeHnH [IpaBui rpesocTaBieHnss MeJULMHCKUMM OpPraHyi3alysiMy TUIaTHBIX MeJULMHCKUX YCIyT"
(Cobpanue 3akoHojaTenbcTBa Poccutickoit ®epepariuy, 2012, N 41, ct. 5628).

lll. HasHaueHne nekapcTBEHHbIX NpenapaTtoB NPU oKasaHUU
nepBUYHOI MeANKO-CaHUTapPHOI NOMOLLU, CKOPOI MeAULNHCKOM
noMoLM ¥ NIINaTUBHON MeAULUHCKOW NMOMOLLU

31. Ilpu oOKa3aHWM TEPBUYHOW MeJUKO-CAaHWUTAPHOH TOMOINM W Ta/J/IMaTUBHOW MeUIIMHCKON
MOMOIIM B aMOy/IaTOPHBIX YC/IOBUSX Ha3HAUEHWE JIeKAPCTBEHHBIX TIPEapaToOB OCYIL[ECTBISeTCS
Me/IUI[UHCKUM PabOTHHUKOM B C/TyuyasiX TUITMYHOTO TeueHHs 3a00/1eBaHMsI Mal[ieHTa UCXO/s1 U3 TSDKECTH U
XapakTtepa 3ab0/ieBaHHMS.

32. Ha3HaueHue JIEKAPCTBEHHLIX TIPEIdPATOB 10 PEIIeHUI0 Bpaq66HOﬁ KOMMCCHUM TIpU OKd3dHUH



TePBUYHON MeJUKO-CAHUTAPHOM TMOMOIIH, IMa/UTMaTUBHOM MeJUIIMHCKOM TIOMOIIM B amMOy/IaTOPHBLIX
YCJIOBUSIX TIPOU3BOJIUTCS B C/TyYasiX:

1) ogHOBpeMeHHOT0 Ha3HaUeHHUsl OJIHOMY TIAIIMEHTY IATH U Oosiee jileKapCTBEHHBIX IPerapaToB B
TeueHue OJIHAX CYTOK W/ CBBILIE 1eCITU HAMMEHOBaHUM B TeUeHWe TPU/LaTH JHel;

2) Ha3HaueHWsl JIEKAPCTBEHHBIX TIpPerapaToB TMPU HETUITUYHOM TeueHWH 3abojieBaHUsl, HaTMuUH
OC/IO)KHEHHUH OCHOBHOTO 3abosieBaHMss W (WM) COIMYTCTBYIOIIMX 3a00/eBaHUM, TPU Ha3HAUEHUM
JIeKapCTBeHHBIX TIpernaparoB, OCOOEHHOCTH B3aWMOJIEMCTBUS W COBMECTHUMOCTU KOTOPBIX COTJIACHO
WHCTPYKLUSAM TI0 UX TIPUMEHEHHIO TIPUBOJSAT K CHIDKEHHIO 3PPEeKTUBHOCTU U 0€30MacHOCTH JIeUeHUs
naiyeHTa u (Win) co3/arT NOTeHLMaabHY0 OMacHOCTb /1JIsl )KU3HU U 3/10POBbsI Mal[UeHTa;

3) TMepBUUHOTO Ha3HAUeHUs] TAlLMeHTy HApPKOTUUEeCKUX U TICUXOTPOIHBIX JieKapCTBEHHBIX
niperniapatoB cruckoB II u III Tlepeuns (B ciiyuae MpUHSATUSI PYKOBOAUTEIEM MeAULIMHCKOW OpraHu3aLiiu
pelieHNst 0 He0OOXOZAMMOCTH COT/IACOBaHMSI Ha3HAUEHMsI TAaKMX JIEKapCTBEHHBIX TMPerapaToB C BpaueOHOMH
KOMUCCHUEN).

33. IloBTOpHOe Ha3HaueHWe HAPKOTUYECKUX U TICUXOTPOINHBIX JIeKApCTBEHHBIX IperapaToB
crickoB II u 111 TTepeuHst IPOM3BOAMTCS MEAUIIMHCKUM PAaOOTHUKOM CaMOCTOSITETbHO WK €JUHOJTUIHO
0e3 yuacTusi BpaueOHOM KOMHCCHU TIALIMEHTAM C BbIpaXKeHHBIM 00JIEBBIM CHHIPOMOM JIFOOOTO reHesa,
HapyllleHWeM CHa, CyJOPOXXHBIMH COCTOSIHUSIMHM, TPEBOXXKHBIMM  pacCTpoucTBamMH,  (Goousmu,
TICUXOMOTOPHBIM BO30Y K/I€HHUEM.

34. Tlpy oOKa3aHUM CKOPOW MeAMIIMHCKON TIOMOILM JieKapCTBeHHbIe TiperapaThl Ha3HAauaroTCs
MeUI[UHCKUM pabOTHUKOM BbIe3JHOW OpuraZibl CKOpPOW TIOMOINM, MEeJUIIMHCKUM pPabOTHUKOM
Me/II[UHCKOW OpraHu3allid TIPU OKa3aHWM MeJULIMHCKOM TIOMOLM TpaxjaHaM TIpy 3abosieBaHUSX,
HECUaCTHbIX CJyyasiX, TpaBMaxX, OTpaBJE€HUSIX W JPYIrHX COCTOSHHSIX, TpPeOYIOIIMX CPOYHOrO
Me/JJML[MHCKOr0 BMelllaTe/IbCTBa.

IV. HasHaueHMe neKapCcTBEHHbIX NpenapaToB rpaxgaHam,
MMerLWwMM NpaBo Ha 6ecnnaTtHoe NosyyeHne ieKapCTBEHHbIX
npenapaTtoB WUN NOJly4YeHne NIeKapCTBEeHHbIX nNpenapaTtoB
CO CKMAKOI, NpU OKasaHUU NepBUYHON
MeOMNKO-CAaHUTapPHOI NoMOLLM

35. Tlpy oOKa3aHMM T[EepBUYHON MeIUKO-CAaHUTApHOM TIOMOILM Ha3HaueHuWe MeJULIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUUYECKMX PEKOMEHZAIUH U C YUeTOM CTaH/apTOB MEAUIMHCKOW MOMOIIH
<17> nekapCTBeHHBIX IperapaToB, OTIyCKAeMbIX OecIijlaTHO WM CO CKUAKOMW, TpakJaHaM, UMeIOIIUM
MpaBo Ha obecrieueHWe JIEKAPCTBEHHBIMU TIperapaTaMHu 3a CUeT CPeACTB OO/PKeTHBIX aCCUTHOBAaHWM
denepanpHOrO OMOMKETa W OOKeTOB CyOBeKTOB Poccuiickoit ®ezepaljuu, OCYIIEeCTB/ISETCS Ha
petientypHoM G1aHke N 148-1/y-04().

<17> Crartbsa 37 ®depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akKoHOAATe/NLCTBA PoccuiicKOM
®enepanuuy, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

IMpu odopmiennn perenta Ha OmaHke ¢opmbl N 148-1/y-04(1) Ha Oyma)kHOM HOCUTese
oOpMJISIIOTCS [1Ba 3K3eMIUIsipa, OJWH M3 KOTOPBIX OCTaeTCsl B arTeYHOW OpraHu3alid, BTOPOU - B
Me/IUI[UHCKOMN IOKyMeHTaLUY TallieHTa.



36. IlpaBo Ha3HauaTh JieKapCTBEHHbIE TMperapaThl rpakJaHaMm, WUMEIOI[UM TIpaBo Ha OecriiaTHoe
TOo/TyueHre JIeKapCTBEeHHBIX MperapaToB WX MOyueHre IeKapCTBEHHbIX MperapaToB CO CKUJKOM, TakKKe
HWMeHOT:

1) MeguIMHCKKYE pabOTHUKH, paboTalol[ie B MeJULIMHCKOW OpPraHU3aly M0 COBMECTUTE/LCTBY (B
Tripefie/siax CBOel KOMITeTEeHLIUN);

2) MeAMLIMHCKHE pabOTHUKM CTAl[MOHAPHBIX OpraHW3aldi COIMAJbHOTO OOCTY)KMBAHUS TIPH
Ha/IMUMU JIMLEH3UM Ha OCYIIeCTBIeHHe MeAWULMHCKOW [esiTe/ibHOCTH <18>, mpeaycmarpuBaroiiei
BbIMO/THEHWEe pPAboT (OKaszaHWe YCAyr) MO OKAa3aHWI0 [MePBUYHONM MeJUKO-CAaHUTAPHOW TOMOIIY B
amOyJ1IaTOPHBIX YCIOBUSX (HE3aBUCUMO OT BeJJOMCTBEHHOMN MPUHA/|TEKHOCTH);

<18> IlyHkT 46 yactu 1 cratbu 12 ®egepanbHoro 3akoHa N 99-®3 (CobpaHue 3aKOHO/aTeTbCTBA
Poccutickoi @epeparyy, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MeauIMHCKMe pabOTHUKYA MEAMIIMHCKUX OpraHW3alldi, OKa3bIBAaIOIIMX IMEePBUUHYI0 MEeJUKO-
CaHUTApHYIO TIOMOIlb, T0/IBE/JOMCTBEHHbIX (De/lepa/ibHbIM OpraHaM MCIOJHUTENbHOM B/IAaCTH WU
opraHam MCITOJTHUTeIbHOM B/lacTu CyObekToB Poccuiickoii denepariyu;

4) wvHAuBUAYyanbHble TIpeJNPUHUMATENH, OCYLeCTB/SIOIMMe MEeJULMHCKYIO [edTebHOCTbh U
BK/IIQUEHHbIE B peeCcTp Me[UI[MHCKAX OpraHM3alivii, OCYIIeCTB/SIOIIMX [eAaTebHOCTh B cdepe
00s13aTe/IbHOT0 Me/IUIIUHCKOTO CTPaXOBaHUSI.

37. Tlpy Ha3HAUeHUM JIEKapCTBEHHBIX TPErapaToB TPaklaHaM, MMERL[UM TpaBo Ha OecriaTHOe
NoJIyueHHe JIeKapCTBeHHBIX IperiapaToB WM IOJy4YeHHe JIeKapCTBEeHHBIX IperapaToB CO CKHUJKOW, B
peLieriTe yKa3blBaeTCss HoOMep TejieOoHa, IO KOTOPOMY PpabOTHHK anTeuyHOW OpraHu3aluyd TpH
HeoOXO0MMOCTH MOJKET COTJIacoBaTh C MeIUIIMHCKUM PabOTHUKOM 3aMeHy JieKapCTBEHHOTO TperaparTa.

38. HasHaueHue HapKOTMYeCKUX U IICUXOTPOITHBIX JIeKapCTBeHHbIX IpernapaTtos crucka Il Tlepeuns
(3a MCK/IIOUEHWeM JIeKapCTBEHHBIX IperapaTtoB B BUJe TPAaHCJepMa/IbHbIX TeparleBTUUeCKUX CUCTeM, a
TaKKe JIeKapCTBEHHBbIX IIperapaToB, COJepyKallluX HapKOTHYeCKoe CpeACcTBO B COYETAaHUU C
AHTarOHKWCTOM OIMOW/IHBIX DELIENTOPOB) TpakAaHaM, HMMEIOL[UM TpaBO Ha OecruiaTHOe TMOTyueHHe
JIeKapCTBEeHHBIX TperapaToB WX IOJIyueHUs JIeKapCTBEHHBIX MperapaToB CO CKMKOW, OCYILeCTB/ISeTCs
Ha perenrtypHoM Omanke ¢opmbel N 107/y-HII, Kk KOTOpOMY [OTIOJIHUTEEHO O(OPMIISIeTCsl perienT Ha
peienitrypHoM Osanke ¢opmbl N 148-1/y-04(;1) (B ABYX 3K3eMIuisipax mpyu oopM/IeHHH Ha OyMa>kKHOM
HOCHUTeTe).

39. HasHaueHue HapKOTMYeCKUX U IICUXOTPOITHBIX JIeKapCTBeHHbIX IpernapaTtos crucka II Tlepeuns
B BH/Jle TpaHCJepMa/bHbIX TepareBTUUeCKUX CUCTeM, HapKOTHYeCKUX JIeKapCTBEHHbBIX IIperapaToB
crivcka II Ilepeuns, cosepykalliix HapKOTHYeCKOe CpejCTBO B COYETaHWU C aHTAarOHWCTOM OITMOMHBIX
PEeLIeNTOPOB, TICMXOTPOMHBIX JIEKaPCTBEHHBIX TiperniapaToB cnucka III Tlepeunsi, jeKapCTBEHHBIX
TIperapaToB, BK/IIOUeHHbIX B nepeueHb [IKY, cogepykawmxcs B MOANyHKTe 2 myHKTa 11 Hacrosiero
[Mopsiika, TipeAHa3HaueHHble [Jis JieueHWs TpaXk/aH, WMEIOIIMUX IpaBO Ha OecriaTHOe TMoyyuyeHue
JIeKapCTBEeHHBIX TperapaToB WX IOJIyuyeHue JIeKapCTBeHHbIX IperapaToB CO CKU/JKOM, OCYIeCTB/ISeTCs
Ha pelenTypHbIx 61aHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPBIM AOTIOJHUTETBHO O(hOPMIISETCS
pelienT Ha perentypHoM OmaHke gopmbl N 148-1/y-04(n1) (B ABYX 3K3eMIuispax Npyd O0hOPM/IEHUHM Ha
OyMa)KHOM HOCHUTeJIe).



ITpunoxkenue N 1

K ITopsiKy HasHaueHus
JleKapCTBEeHHBIX IIperapaTos,
YTBepPKZeHHOMY IPHUKa30M
MuHHCTepCcTBa 3/jpaBOOXPaHeHHs
Poccutickoit @egeparyu

ot 24 Hosi0ps 2021 r. N 1094H

KO/MMYECTBO
HAPKOTUYECKUMX CPEACTB UM NCUXOTPOINHbIX BEWWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B O4HOM PELENTE

MexxayHapoHOe HellaTeHTOBaHHOe @dopMa BbITyCKa U KonunuectBo
HavMeHOBaHWe HapKOTUUeCKOro U JI03MPOBKa
TICUXOTPOITHOTO JIEKapCTBEHHOT O
ripernapara
Bynpenopdun + Hanokcon TabneTkn 60 TabreTok
cybmunrBanbHble 0,2 | (yrakoBKa, KpaTHast
mr + 0,2 mr N 20)
Bbynpenopdpux PactBop asis 30 amnyn (munpur-
uHbeKLyH, 0,3 mr/mn 1 TIOOHKOB)
MJT
bymnpeHopduH TpaHcaepmasbHbIN
T/1aCThIPb
35 MKr/uac 20 nnacTeipen
52,5 MKr/yac 10 nnacteipe
70 MKr/4yac 5 nacTeipen
Mopduu PactBop ais
VHBeKLUM, pacTBop A/s1| 20 ammys (IInpuLl-
MOJIKO>XKHOTO BBEJ|€HUS TIHOOMKOB)
10 mr/mit 1 mn
Kopenn + Mopdun + Hockanus + PactBoOp fA1st
[MTanaBepuH + TebauH MOJKOXKHOT'O BBeJIeHUs
0,72+ 5,75+ 2,7 + 20 aMmvit
0,36 + 0,05 Mr/m1 1 M y
1,44 + 11,5+ 5,4 +
0,72 + 0,1 mr/mna 1 mn
TpumenepuauH Tabnetku 25 mMr 50 TabneTok
Tpumenepuanua PactBop a1 uabekun | 20 ammys (LWnpu-
10 mr/mn 1 mn TIOOHKOB)




20 mr/mn 1 mn

8. MopduH Tabnetku (Karcysibl) 180 TabseTok
TIPOJIOHTUPOBAHHOT' O (xaricym)
JeHCTBUS 60 TabeTok
10 mr (xaricym)
30 mr 40 TabmeTok
60 mMr (xaricym)
100 mr 20 TabneTok
200 mr (xaricym)
20 TabneTok
(xaricym)
9. Mopdun TabmeTku
5Mr 100 TabmeTokK
10 Mr 100 TabJsieTox
10. Mopdun Karumm gyis mpuema
BHYTpb 20 Mr/mi1 20 mn 4 (naxona
11. MopduH PacTBop A/1s1 ipreMa
BHYTPb (MOHO/03b1)
2 Mr/Mmn 5 mn 100 ammyn n/3
6 Mr/Mmn 5 mn 80 ammys 11/3
20 mMr/mn 5 mn 30 ammys /3
12. OxkcukozoH + HamokcoH Tabnetku
TMPOJIOHTUPOBAHHOT' O
JeMCTBUS
5wmr+2,5Mr 100 TabmeTok
10 Mr + 5 mMr 60 TabneTok
20 mr + 10 mr 40 TtabneTok
40 mr + 20 mr 20 TabneTok
13. | TTIponuoHuI(peHUTITOKCUITHITIUIEPH | Tab/eTKu 3aljeuHble 50 TabsieTok
JIUH 20 mr
14. DeHTaHWUI [1nacTeipb
12,5 mKr/uac 20 nnacTeipen
25 MKr/4yac 20 nacTeipen
50 MKr/4yac 10 nyacteipeit
75 MKr/4yac 10 nnactoipei
100 mMkr/uac 10 nyacteipet
15. deHTaHU Crnpeli Ha3a/lbHbIN

®j1akoH 50 MKr/m03a




®makoH 100 MKr/g03a

®nakon 200 MKr/g03a

2,0 M (10 103) 24 pnakoHa
3,2 mn (20 103) 12 ¢pnakoHOB
5,0 mn (40 103) 6 by1akoHOB

2,0 M (10 103) 12 ¢akoHOB
3,2 mn (20 103) 6 ¢1akoHOB
5,0 mi (40 103) 3 (akoHa

2,0 mn (10 go3) 12 ¢nakoHOB
3,2 mn (20 103) 6 by1akoHOB
5,0 mn (40 1o3) 3 uiakoHa

ITpunoxxenwvie N 2

K [TopsiiKy Ha3HaueHUst
NleKapCTBEeHHBIX TIperapaToB,
YTBEP)KZAEHHOMY TPUKAa30M
MuHMCTepCTBa 3[jpaBOOXPaHeHHs
Poccutickoii @egeparymn

ot 24 Hosibpst 2021 r. N 1094n

CripaBo4HO

PEKOMEHAOBAHHBIE K NCIMNMOJ/Ib3OBAHUNKO COKPALLEHNA
NP OPOPM/TIEH PELIENTOB

N | CokpaieHue ITonHOe Hanucanue ITepesop
n/n

1. aa ana I10, [IOPOBHY
2. ac., acid. acidum KHCJIOTa

3. aer. aerozolum aspo30/ib

4. amp. ampulla amriysia

S. ag. aqua BOJA

6. aq. purif. aqua purificata BO/Ia OUYMILeHHAs
7. but. butyrum MacJsio (TBepjoe)
8. caps. capsula Karicyna




9. comp., CpS compositus (a, um) CJI0KHBIN
10. D. Da (Detur, Dentur) Beigati (ITycts BeigaHo, ITycth
OyJeT BbIZIaHO)
11. D.S. Da, Signa Detur, Signetur Bripaid, obosHaus ITycts Oyer
BbIlaHO, O603HaueHO
12. D.t.d. Da (Dentur) tales doses Bipait (ITycTs GyAyT BIAAHED)
TaKue J03bl
13. dil. dilutus pa3Be/ieHHbIN
14. | Div. in p. aeq. Divide in partes aequales Pa3genu Ha paBHbIe yacTu
15. emuls. emulsio 3MYJ/IbCHUS
16. extr. extractum 9KCTPaKT, BbITSKKA
17. in enem. in enemas B MUKPOKJ/IM3Max
18. F. Fiat (fiant) I[TycTb obpa3syetcs (0Opa3yroTcsi)
19. gran. granulum IPaHy/Ibl
20. gt., gtt gutta, guttae Karuisi, Karim
21. gtt. peror. guttae peroralis Karwiv Jijisi ippeMa BHYTPb
22. inf. infusum HaCTOM
23. in amp. in ampullis B aMIlyJiax
24, in tab. in tab(u)lettis B Tab/ieTKax
B Tab/ieTKax C
25. | in tab. prolong. in tab(u)lettis prolongatis TMPOJIOHTUPOBAHHBIM
BBICBOOOXK/[EHHEM
B Tab/eTKax c
26 in tab. prolong, in tab(u)lettis prolongatis TMPOJIOHTUPOBAHHBIM
) obd. obductis BBICBOOOXK/IEHHEM, TIOKPBITBIX
060/104KOM
27. in tubul. in tubulis B THOOMKax
28. lin. linimentum JTMHUMEHT
29. liq. liquor JKUJKOCTh
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum MUIK0JIbHAS Macca




32. | membr. bucc. membranulae buccales TIJIEHKU 3allleuHble
33. M. Misce, Misceatur (ycts g;qifiiemaHo)
34. mixt. mixtura MUKCTYypa

35. N. numero YUCJIOM

36. ol. oleum Macjio (KUgKoe)

37. past. pasta rnacra

38. pil. pilula, pilulae TTUJTFOJISA, TIJTFOJTA
39. p. aeq. partes aequales paBHbIe YaCcTH

40. ppt., praec. praecipitatus OCa’K/I@HHBIM

41. pulv. pulvis TIOPOIIIOK

4. q.s. quantum satis CKOJTbKO HOTp;a?f;TCH, CKOTbKO
43. r., rad. radix KOpeHb

44. Rp. Recipe Bo3bmu

45. Rep. Repete, Repetatur HOBT?;S}S’:;E)(SYAQT
46. rhiz. rhizoma KOpHeBHUII[e

47. S. Signa, Signetur 060312%123331552)6}]'&“
48. sem. semen ceMst

49. simpl. simplex TIPOCTOM

50. Sir. sirupus cyporn

51. sol. solutio pacTBOp

52. Spr. spray cripeit

53. Spr. nas. spray nasale Cripeit Ha3a/IbHbIN
54. supp. suppositorium CBeua, CyMIO3UTOpUi
55. susp. suspensio CyCIieH3us1, B3BeChb
56. tab. tab(u)letta TabJeTKa

57. t-ra, tinct. tinctura HaCToMKa




58. tubulis tubulis THOOUKH
Systema Therapeutica TpaHcaepManbHast
59. STT
Transcutanea TepaneBTrueckas CucreMa
60. ung. unguentum Ma3b
61. Vitr. vitrurn CKJ/ITHKA

IIpunosxenve N 2

K MpuKa3y MUHHUCTepCTBa 3[jpaBOOXPaHeHHs

Poccutickor @enepanymn
ot 24 Hosibpst 2021 r. N 1094n

®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/Y

MuHUCTepPCTBO 3paBOOXpaHeHUs Kop ¢popmbi mo OKY/[]

Poccutickoii ®egeparyu Kog yupexxaenusi mo OKITO

Me,E[I/IL[I/IHCKaH AOKYMEHTal s

HaumeHnoBaHue (1ramm) ®opma N 107-1/y

MeJULIMHCKOW OpraHu3aluu YTBeprkJeHa MpuKa3oM

MI/IHI/ICTEPCTBH 3/1paBOOXPDAHEHUA

Poccutickor @epepanyumn
ot 24 Hos10ps 2021 r. N 1094H

HanmeHoBaHwMe (111Tamii)
WHAVBUAYaATbHOTO TIpeITPUHUMATeS
(ykasaTh aJjpec, HOMep | JaTy JIULeH3WH,
HavMeHOBaHUe OpraHa rocyZapCTBeHHOU
BJIACTH, BBIZABIIIETO JULIEH3UIO)

PELIEIIT
(B3poC/IbIH, AeTCKUH - HY)KHOE MOJUePKHYTh)
n " 20_ r.

damunus, THULIKA/IbI KMEHU U 0TUecTBa (Toc/ie/iHee - PU HaJTMYUN)
naryeHTa

[Hara poxneHust

®amuivisi, THULUA/IBI KMEHU U 0TUecTBa (TIoc/ie/iHee - Py HAJTUUUN)
nevaiilero Bpaua (denbaiiepa, aKyIiepkm)




pyb6.|kom.| Rp.

[Toarumce
Y TlevarTsb Jievaliiero Bpaya
(mopmuch enbAlLepa, akylepKu)

PeuenT pelicTBUTENeH B TeyeHue 60 aHein, Ao 1 roga (

(HYXHOEe noAvYepKHYTb)

OO6opoTHasi cTopoHa

(ykazaTb
KONN4YecTBO AHeit)

OTMeTKa 0 Ha3HAUE€HUH JIeKapCTBEHHOTO
Tiperiapara Io pelleH’I0 BpaueOHOM
KOMMCCHHU

[Ipurorosun

[TpoBepun

Otnyctun

®OPMA PELIEIITYPHOTI'O BJIAHKA N 148-1/Y-88

MWuHHMCTEPCTBO 3/1paBOOXPaHeHust
Poccutickori @egepanyumn

HavmeHoBaHue (1rami)
MeJULIMHCKOW OpraHu3aluu

HavmMeHoBaHuMe (1rTamii)
VHAVBUAYaTbHOTO TIPeIIPUHUMATe/IsT

Kog dopmbi mo OKY [T 3108805
MeaulMHCKast JOKyMeHTalusi

®opma N 148-1/y-88
YTBepKzeHa pUKasoM

MuHHCTepCcTBa 3[jpaBOOXPaHEHHs
Poccutickori @egepanymn
ot 24 Hosibpst 2021 r. N 10941




(ykasaTh ajjpec, HOMep U JaTy JIMLeH3UH,
HavMeHOBaHHWe OpraHa rocy/ZapCTBeHHOU
BJIACTH, BbIZIABLIETO JIMLIEH3UIO)

e || [ L] LIvL) L) L) LT L

PELIEIIT " 20__r.

(mata odopmsieHus-pelieriTa)

(B3pOC/IBIY, IeTCKUM - HY>KHOE TIO{YEPKHYTh)

®damuus, THULIKA/IBI KMeHU U 0TUecTBa (TIoc/ie/iHee - MPU HAJTMUUU)
naryeHTa

[arta poxneHus

Appec Mecta xurtenbcTBa WM N MeJULIMHCKOM KapThl aMOy/jaTOpHOrO TiallMeHTa,
T0JTyYarollero Me/IULUHCKYO TIOMOILb B amMOy/1aTOPHBIX YCJIOBUSIX

damunvis, THULIMaIbl MIMeHU 1M 0T4YecTBa (Tocsie/iHee - TIPY HaJTMUKK)
neuyartriero Bpauva (esnbaiiepa, akyiiepKu)

[Topnuvce u neyaTk Jievalllero Bpava ML.IL
(mopmuch esnbAlLiepa, akylepKu)

Perienit gelicTBuTeneH B TeueHue 15 qHel

OO6opoTHast CTOpOHa

OTMeTKa 0 Ha3HaueHWH JIeKapCTBEHHOT' 0
Tiperiapara 1o pelieHHI0 BpaueOHoM
KOMHUCCHUU



[TpurotoBun

ITpoBepun

Otnyctun

®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/Y-04(J1)

MUHUCTEPCTBO 3/[paBOOXpaHeHUs
Poccutickoii @egeparyu

ITammn
Koz

Me,E[HL[HHCKOﬁ OpraHu3salin

MItammn
Kopg

WHAWBUYa/JIbHOT'O ITpeATIpUHHUMAaTe I

YTBEPXIEHA
MECTO  mipuka3zoM MuHHCTEDPCTBa
OJId 3/lpaBOOXpaHeHusl

ITPUXK Poccuiickoit ®esepaiiyuu

OIA <*> ot 24 Hosi0ps 2021 1. N

1094n

Kop ¢opmel mo OKY/[] 3108805

dopma N 148-1/y-04(n)

Koz Koz
KaTeropuu | HO30/10TMYeCKOor
rpaxzaad | ¢dopwmsl (o MKB)

VicTounvk (prvHaHCHPOBaHUS:
(MouepKHYTh)

1. ®enepanbHbIi OIOKET

2. BrompkeT cybnekTa Poccuiickoi
®deneparuu
3. MyHUIIUTIAbHBIA OFO/IKET

% or1arsl:
(MoTuepKHYTh)

1. BecriiatHo
2.50%
3. nHou %




PELIETIT Cepus N Hara oopmrenusi: 20__T.

®amusisi, THULIKA/Ibl UMEHU U 0TuecTBa (TocsesHee - TIpU
Ha/TMYMM) NalyeHTa [Hata poxxaeHust

CHIMJIC

N mnonuca
00s13aTe/IbHOTO
Me/IULIMHCKOI0
CTpaxOBaHMS:

Homep MeUIIMHCKOM KapThI MaljienTa, MoJIyJyaroliero MeJUI[MHCKYI0 TTIOMOIIb B aMOY/IaTOPHBIX
YCJIOBUSIX

damuivisi, THULIUA/IBI KMEHHU U 0TUecTBa (TIoc/ie/iHee - TPy HaJTHUUN)
neuyariero Bpaua ((enbAiiepa, akyiiepKku)

Py6. KOTL. | RD: ittt sttt et ettt b e s bttt

[Toanuck ¥ Neyats Jieyaillero Bpaua

ML.IL.
(mopgmucek QenbAiiepa, akylepku)

PeneniT fetictBuTenieH B TeueHre 15 nHel, 30 gHel, 90 fHeli (Hy>KHOe TIOJYEPKHYTh)

(3anonHseTcs crietyaaIMCcTOM anTeuHoM OpraHu3aLivim)

OTny1eHo 1o peLienry: Toprosoe HauMeHOBaHue U JO03UPOBKa:
[Hara ormnycka: "__" 20T, KomuuectBo:
[IpuroroBun: [IpoBepu: Otnyctut:

(yivHUSA OTpBIBA)

Kopertiok perjentypHoro 6/1aHKa Crioco6 nprMeHeHwUs:




HayMeHOBaHe [Ipono/KUTEIBHOCTD JHeu

JIeKapCTBEHHOTO TIperiapara:

[o3upoBka: KoJsinuecTBO npremMoB B [ieHb: pas

Ha 1 npuem: en.

<*> B c/lyuae U3roTOB/IEHUsI PeLleNTypHOro 6/laHKa C MCI0J/Ib30BaHHeM KOMITbIOTE@PHBIX
TeXHOJIOTUH.

O6opoTHast CTOpOHa

OTMeTKa 0 Ha3HAUEHWH JIeKapCTBEHHOTO
nperiapara Io pelleHHIo BpaueOHOM
KOMHUCCHA

[TpurotoBun ITpoBepun Otnyctun

ITpunoskenve N 3

K MpuKa3y MUHHUCTepCTBa 3/jpaBOOXPaHeHHs
Poccurickor @enepanymn

ot 24 Hosibpst 2021 r. N 10941

norPAAOK
ODPOPM/TIEHUA PELENTYPHbIX B/TAHKOB HA JIEKAPCTBEHHBIE MNMPEMAPATbDI,
NX YHETA N XPAHEHUA

I. OchopmneHune peuenTta Ha GYMaXHOM HocuUTene

1. Ha penjentypHbix 61ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOoM BepxHeM
yIJy TIPOCTaB/sieTCs IUTaMI MeJWLMHCKOM OpraHv3allid C yKa3aHHWeM ee HalMeHOBaHWs, ajpeca U
TenedoHa C 1aTOM BLITTMCKU (JaTou oopmieHUsT) pelieliTa Ha JileKapCTBeHHbIM Mperapar.

HomomHUTeNIBHO Ha perienTypHoM OsaHke ¢opmbel N 148-1/y-04(y1) mpocTaBisieTcss  KOJ
MeJMLIMHCKOM OpraHu3alyyd B COOTBeTCTBMM € OCHOBHBIM TOCY/IJaDCTBEHHBIM DPervCTpaLOHHbIM
HoMepoM (ganee - OI'PH).



Cepusi penjenitypHoro OsaHka ¢opmbel N 148-1/y-04(1) BKIOUaeT Kop cyObekra Poccuiickoit
deepal[uy, COOTBETCTBYIOIIMM JBYM TepBbIM Iudpam OOIiepocCUiicKoro KiaccupuKaTopa 00beKTOB
aZIMUHUCTPaTUBHO-TepPUTOpHAILHOTO fesieHus (ganee - OKATO).

Pa3peraetcsi U3roTaBavBath pelientypHble 61aHku ¢popmbl N 107-1/y u dopmbr N 148-1/y-04(n) ¢
MOMOILbI0 KOMITbIOTEPHBIX TEXHOJIOTUH.

PeuentypHbie OsaHku Qopmbl  Gopmbl N 148-1/y-88 W3roTaB/IMBalOTCS  UCK/IIOUUTETBHO
TUTIOTPad)CKUM CrI0COO0OM.

2. Ha penentypHbix 0/aHKaX, O(OPM/ISEMbIX WHWUBUAYaJbHBIMU TPeATIPUHUMATE/ISIMHU,
MMEIOLUMH JIMLEH3UI0 Ha MeJULMHCKYI0 [eTelbHOCTb, B BEpPXHEM JIeBOM YIUIy THUIOTpadCKUM
cnocobOM WM TyTeM TIPOCTaB/AEHMs IITaMIla J0/DKeH ObITh yKa3aH ajpec WHIUBUAYaTbHOTO
rpejrpuHUMaTesisi, HOMep W Jara JWLIeH3UM, HauMeHOBaHWe OpraHa TOCyJapCTBEHHOW BJaCTH,
BbIJ]aBIIET0 JIULEH3UIO.

3. Peuenrtypueie 6sanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3arosHsOTCS
MeIUI[UHCKUM PabOTHUKOM UepHU/IaMH U/TH IIIADUKOBOM PYUKOMA.

4. NonyckaeTcsi ohopM/ieHUe BCeX PEKBU3UTOB (3a UCK/IHOUeHrHeM pekBusuTa "lloanuce sevaiiiero
Bpaua (MoAmuch ¢esnbiiepa, akymmepku'") perenTtypHbix 61aHKoB ¢opmbl ¢dopmbl N 107-1/y, dopmbr N
148-1/y-88 u hopmbl N 148-1/y-04(11) ¢ Ucronb30BaHWEM TeYaTaroLUX YCTPOMCTB.

5. Odopmnenne peuentypHbix 6OmaHkoB ¢opmel N 148-1/y-04(;1) BKIrOUaer LuMdpoBoe
KOZIpOBaHue.

LndpoBoe KoMpOBaHUe YKa3aHHBIX PeLeNTyPHbIX OJIAHKOB BK/TFOUAET:

1) kox meauuvHcKoW opranuzauuu (OI'PH) wnm kopx WHAMBH/ya/NbHOTO TpeJIIpUHUMATeNs B
CcoOoTBeTCTBMM € (OCHOBHBIM T'OCYJAapPCTBEHHBIM DErucTPalMOHHBIM HOMEpPOM UWHAMBUYaJTbHOTO
nipeanpuHUMareisi (ganee - OI'PHUIT), mpocTaB/isieMbli PH U3TOTOBIEHHH PELIeNITYPHBIX 0/IaHKOB,;

2) KOJ KaTeropuu Tpak[aH, MMeEIOIL[UX TpaBO Ha TOJyueHHe JieKapCTBeHHbIX IperapaToB B
COOTBETCTBUM CO cTaThel 6.1 ®PesnepanbHOro 3akoHa ot 17 utosst 1999 r. N 178-®3 "O rocyjapcTBeHHOM
coumanbHOM momoru" <1>, ¥ Kof, Ho30/0THYeckoi ¢opMbl 1o MexAyHapOAHON CTaTUCTUUeCKOM
Knaccubukauyuyu 6ose3Held u mpobsieM, CBsi3aHHBIX cO 3710poBbeM (10-ii mepecmotp) (manee - MKB),
3aroJiHsieMble jievallliM BpPauOM TyTeM 3aHeCeHUs KaXkou 1[udpbl B MyCThle sTUeMKH, TIPA 3TOM TOUKa
TPOCTAB/ISIETCS B OT/Ie/IbHOM sTueiike;

<1> CobpaHnue 3aKoHO/jaTeIbcTBAa Poccuiickoii degeparmu, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 00 wucTouHMKe (uHaHcHpoBaHusi (denepanbhblii OromkeT [1], Gro/pkeT cyOBeKTa
Poccutiickoit ®eneparyu [2], MmyHuLMnanbHeii 6rompker [3]) ¥ mporeHTe oriatkl peljenta (6ecriaTHO
[1], 50% [2], unoit % [3]);

4) 1WTPUX-KOJ, - JIOTIO/IHUTE/bHBINA PEKBU3UT (B Cydyae M3rOTOBJIEHHS Ha TeppUTOpHU CyOBekTa
Poccwuiickoii ®efiepauiyiu peLienTypHOro O1aHKa C UCII0/Tb30BaHHUEM KOMITBFOTEPHBIX TeXHOJIOTUM).

6. B penieritypHbix 61aHkax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpace "damuus,



VMHUL[MaNbl UMEeHU W OoTuecTBa (TMoc/iefjHee - TP HaJIWuMM) TManueHTa" yKasbIBalOTCs (aMuus,
VHULIKA/Ibl UMEHU U O0TUYeCTBa (Toc/iejHee - Py Ha/IMYKUM) MalyeHTa.

7. B penenrtypHbix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpace "[ara
poxzieHus" yKa3bIBaeTcs JjaTa pPOXKJeHUs narjueHTa (YMc/Io, MecsL, rof).

[HomnomHUTENBHO B perienTypHbIX OsaHKax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y asisi neteit B
Bo3pacTe 70 1 roza B rpade "/laTa poxxeHus1" yKa3biBaeTCsl KOTMUECTBO TOJIHBIX MeCsIeB.

8. B peuentypHbix OsaHkax ¢opmbl N 148-1/y-04(n) B rpadax "CHUJIC" u "N mnonuca
00s13aTe/IbHOTO0  ME/IMIIUHCKOTO CTPaXOBaHMA'" YKa3bIBAIOTCS CTPAaXxOBOM HOMED WHAWBUYATbHOTO
JIULEBOTO cYeTa rpakjaHrHa B [leHcuoHHOM (oHe Poccuiickoit @enepariuu (CHUJIC) (mpy HanUuuu)
¥ HOMeP To/1ca 00s13aTe/IbHOr0 MeAULMHCKOTO CTPaXOBaHHUS.

9. B penentypHbix 6ankax ¢opmbel N 148-1/y-88 B rpacde "Azpec MecTa KUTeIbCTBA UM HOMeP
MeJULIMHCKON KapThl TalMeHTa, MOJIyYaroliero MeJUIMHCKYI0 MOMOIb B amMOy/IaTOPHBIX YCIOBHSX',
yKa3bIBaeTCsl TIOYTOBBIM aJpec MecTa >KUTeNbCTBa (MecTa mnpebbIBaHUsA WM MecTa (HaKTHUeCKOro
MPO)KMBAHUS) MalLMeHTa WM HOMep MeJWLIMHCKOM KapThl MalueHTa, IOJIyvyarol|ero MeJULMHCKYHO
TOMOIIIb B aMOy/IaTOPHBIX YCIOBUSIX <2>.

<2> TIpuka3 MuHHCTepCTBa 3/ipaBooxpaHeHusi Poccuiickoii ®epeparuu oT 15 mekabpst 2014 r. N
834H "OG6 yTBep)KJeHWH YHUGMUIMPOBAHHBIX (DOPM MEIUIIMHCKON /IOKYMEHTAIUW, UCIO/Ib3YEMbBIX B
Me/II[UHCKUX OpraHW3alisiX, OKa3bIBAIOI[UX MEAWI[MHCKYI0 TIOMOIb B aMOy/JaTOPHBIX YCIOBUSIX, W
TOPSIAKOB 10 UX 3anonHeHuto" (Jasnee - [Ipuka3 N 834H) (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIMH
Poccutickoii ®epepairuu 20 deBpansa 2015 1., peructpauuoHHbii N 36160) ¢ u3MeHeHUsIMH,
BHECEeHHBbIMU NTpUKa3aMu MuHucTepcTBa 37paBooxpaHenus: Poccuiickont @epeparyu ot 9 situBaps 2018 r.
N 2 (3apeructpupoBaH MMHMCTEPCTBOM OCTULIMU Poccuiickoit ®Pepeparuu 4 ampens 2018 r.,
peructpaionsslii N 50614), ot 2 Hos6psi 2020 r. N 1186H (3apeructpupoBaH MUHHUCTEPCTBOM
toctuiiy Poccuiickoii @eseparun 27 Hosiopst 2020 1., peructpaijionsbiii N 61121).

YKa3zaHue U azipeca MecTa >KUTeIbCTBa U HOMepPa MeJWLMHCKOM KapThl MaldeHTa, IMOoJyJarolero
MeIUI[UHCKYIO TIOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX, He SBJISIETCS OLTUOKOM.

B peuenTypHbix 6/1aHKax ¢opmbl N 148-1/y-04(1) B rpacde "Homep MeJUITMHCKOM KapThl TALIUeHTa,
TOJTyUaOII[eT0 MeAUIUHCKYIO TTOMOIIb B aMOy/IaTOPHBIX YC/IOBUSIX'" YKa3bIBAeTCS HOMED MeMIIMHCKOU
KapThI Mal[ieHTa, MoTyYaroiero MeJULUHCKYHO TTOMOIIb B aMOy/1aTOPHBIX YCIOBUSIX <3>.

<3> llpuka3 N 834H.

10. B rpacde "®amunusi, ”HUIMaIbl UMEHU 1 0TUeCTBa (TI0c/e/iHee - TIPU Ha/IMUWK) Jieyalliero Bpaua
(dbenbawiepa, akyiepku)" peuenTypHbiX OaHkoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
yKa3blBalOTCSl TOJIHOCTBIO (paMWU/IMS, WHHULMaNbl MMeHH, OTuecTBa (IIOC/efHee - TPU HaJIUYWK)
MeJULIMHCKOTO pab0THUKA, HA3HAYMBIIIETO JIeKapCTBEHHbIE MperapaThl U 0()OPMHUBIIIErO PELierIT.

11. B rpade "Rp" peuentypHbix 61aHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
yKa3bIBaeTCs:

1) HauMeHOBaHUe JIeKApCTBEHHOIO Mpernapara (MeXXJyHapoJHoe HellaTeHTOBaHHOe HalMeHOBaHUe,



rPYINIMPOBOYHOE WM XUMUUYECKOe HaMMEeHOBaHWe, TOProBOe HaMMEHOBAHHE) Ha JIATUHCKOM SI3bIKE W/
Ha PYCCKOM si3bIKe, JopMa BBITTYCKa, JO3MPOBKA, KOJTMUECTBO (yKa3bIBaeTCs TIPOMMCHIO Ha PeLeNTyPHOM
6sanke dopmel N 107/y-HIT);

2) crnocob TpUMeHeHHWsl JIeKapCTBEHHOTO TIperapata Ha TroCy/JapCTBEHHOM si3blke Poccuiickoi
@eslepalluM WM Ha TOCy/JapcTBeHHOM si3bike Poccuiickoi @Pesiepallui U TOCy/apCTBEHHOM Si3bIKe
pecrty0/IMK U UHBIX s13bIKax Hapo/ioB Poccuiickoii deaeparyu <4>.

<4> Yacte 1 crateu 15 3akoHa Poccuiickoit ®@epepaipin ot 25 okts6ps 1991 r. N 1807-1 "O
s3bIKax HapozioB Poccuiickoii @esnepanuu” (ganee - 3akoH N 1807-1). (BegomocTy che3fia HapOAHbBIX
nenytatoB PCOCP u BepxoBHoro CoBerta PCDPCP, 1991, N 50, ct. 1740; CobpaHue 3aKOHO/jaTe/TbCTBA
Poccutickoit @egeparym, 1998, N 31, ct. 3804).

13. ITpu odopmieHHM pelienTypPHbIX 0/1aHKOB 3arpelaeTcsl OrpaHUUMBaTLCS OOIUMH YKa3aHUSIMHU,
HaripuMmep, "BHyTpeHHee", "M3BecTHO".

14. Peuent, odopmieHHBIi Ha perentypHoMm Osanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moAnMChIBaeTCss MeJULIMHCKUM PaOOTHUKOM U 3aBepsieTCsl ero meuaThio.

Pewient, oopmiieHHbIN Ha perenitypHoM Oanke ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-04(),
JIOTIOJIHATE/TLHO 3aBepsieTCs euaTbio MeIMLIMHCKOM opraHu3auuu "[11st perierntoB".

s perienita, oopmaeHHOTO Ha pelienTypHoM OaHke dopmel N 107-1/y, Hanuuue rieyatd "[Ijis
perenToB" He sIBJISIETCS 00s13aTeTbHBIM.

15. Ha ogHoM perienitypHoM Osianke dopmbl N 148-1/y-88 u dhopmbl N 148-1/y-04(s1) paspeliaetcs
OCYLL[eCTBJIITh Ha3HaUeHUe TOIbKO OJJHOIO0 HaMeHOBaHMUs JIeKapCTBEHHOT0 Mperiapara.

Ha opnom penentypHoM OsiaHke ¢opmbel N 107-1/y pa3peliaeTcsi OCYIIeCTB/SITH Ha3HaueHHe
TOJILKO OJHOTO HauMeHOBaHWs JIeKapCTBEHHOTO TiperiapaTta, OTHocsamerocss 10 ATX K
aHTuricuxotuueckum cpegcteaM (ko NOSA), ankcuonutrkam (kog NOSB), CHOTBOPHBIM U CeZJaTUBHBIM
cpeactBam  (kog INO5C), antupenpeccaHtam (kog NO6A) u  He mojiexxallero mpeaMeTHO-
KOJIMYECTBEHHOMY y4YeTy, U [0 TpexX HauMeHOBAaHWW JIeKapCTBEHHbIX IIpernapaTtoB - [J/s1 WHbBIX
JIeKapCTBEHHBIX MperapaToB, He OTHECEHHBIX K BbIllleyKa3aHHbiM ATX.

16. McnpaBrienys B peLierTe He JOIYCKArOTCS.

17. Tlpu odopmsieHnn perienTypHbIX 6s1aHKOB opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) Ha
JIeKapCTBeHHbIe TIperapaThl, Ha3HAaUeHHble TI0 peIIeHWI0 BpaueOHOW KOMHCCMM, Ha 000poTe
peLienTypHOro 6/71aHKa CTaBUTCS CrielidaibHasi OTMeTKa (ITamil).

18. Ha peuentypHom 61aHke opmbl N 148-1/y-04(1) BHU3Y UMeeTCs IMHUS OTPbIBA, pa3/iesistolast
peLlenTypHbIi O/1aHK U KOPEIIOK.

Kopemiok ot perjenita, 0)OpM/IEHHOTO Ha yKa3aHHOM peLleNTypHOM OJiaHKe, BBIAeTCs MaljeHTy

(ero 3aKOHHOMY TIpe/ICTaBUTE/NI0) B aNTeUuHOM OpraHM3aliyd, Ha KOpellKe /e/aeTcs OTMeTKa O
HauMeHOBaHWH JIEKApCTBEHHOTO TIperapara, J03MpoBKe, KOJIMUeCTBe, CII0co0e TIpUMeHeHHsI.

Il. OchopmneHune peuenta B popMe 3/IEKTPOHHOrO AOKYMEHTa



19. PernienniT B popme 3/IeKTPOHHOTO [JOKYMEHTa, MOAMUCAHHOTO yCU/IEHHOW KBaTUGUI[MPOBAaHHOM
3JIEKTPOHHOM MOAIMCHIO, GOPMUPYETCS MeAULIMHCKAM pabOTHUKOM, CBeJleHUs 0 KOTOPOM BHECEHBI B
denepanbHbIi  PETUCTP MEAMIIMHCKUX PpabOTHUKOB <5>, a TakKe TMpPH YCJOBUM PETUCTPaI[UH
MeJUI[MHCKOW OpraHu3aliuM, B KOTOpol odopMsieTcsi pelienT, B deJepaJbHOM peecTpe MeAUIMHCKUX
opraHu3aiuii <6> eANHON rocyAapCcTBeHHONW WUH(OPMAILIMOHHONW cucTeMbl B cepe 3/paBOOXpaHeHUs U
MO/IK/IIOUeHUs] TaKOW MeJWLIMHCKOM OpraHu3alid K TocCy/lapCTBeHHOM MH(OpPMAal[MOHHOM CHUCTEMe B
cdepe 3apaBooXpaHeHus cyobekta Poccuiickoii deneparmm <7>.

<5> Yactb 4 cratbu 91.1 depepanvHoro 3akoHa N 323-d3 (CobpaHWe 3aKOHO/ATE/IHLCTBA
Poccutickoii @epepary, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 degpepanvHoro 3akoHa N 323-d3 (CobpaHWe 3aKOHO/ATE/IHLCTBA
Poccutickoii @epeparyy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Crarbu 91 1 91.1 degepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO/IaTe/IbCTBA PoccHiicKoi
®epnepauyuy, 2011, N 48, cT. 6724).

20. IIpu odopmenuu perenTa B opMe 37€eKTPOHHOTO IOKyMeHTa Ha JieKapCTBEeHHbIe TperapaThl,
yKazaHHble B myHKTax 9 u 11 Tlopsigka Ha3HaueHWs JIeKapCTBEHHBIX IIpenapaToB, YTBEP)KJEeHHOTO
HaCTOSLLMM TMPUKa30M, U OTITyCKaeMble 3a MOJIHYH CTOMMOCTb, 3aMlO/THSIOTCS C/IeAYIOLe PeKBU3UThL:

1) kop cyowekta Poccuiickoii @egepaiuu no OKATO, onpezenstoiyii  rocyapCTBEHHYO
“HGOPMALIMOHHYI0 cucTeMy B cdepe 31paBooxpaHeHus: cyobekra Poccuiickoit denepaliyiv, B KOTOPOM
chopmHpoBaH peLienT B (hopMe 3/1eKTPOHHOTO JOKYMEHTa;

2) HauMeHOBaHWe MeIULIMHCKOM opraHu3aliuu, afipec, TejaedoH Win (GpamMuivs, UHULMAIbl UMEHU 1
oTuecTBa (TIOCTeIHee - TIPU HATMUUU) UHAUBUAYATBHOTO MpeANpUHUMAaTe s, UMeIOI[ero JULIeH3UI0 Ha
MeIUL[UHCKYIO JesiTeTbHOCTD, ero afipec;

3) OI'PH wopuaunueckoro nuia (MeAULMHCKOM opraHusauuu) win OI'PHUIT uHauBHAYyanbHOTO
rpeAnipUHUMaTeIs;

4) nara ocdopmieHus perienTa (yKa3bIBaeTCsl UAC/IO, MECSIL], TOA);

5) JaTa OKOHuUaHusi [ieHcTBUsi pelienta (QopmMupyeTcsi rocyAapCTBEHHOW WH(OPMALMOHHOU
cucteMoi B cepe 31paBooxpaHeHHst cyObekTa Poccuiickori defepaliii B COOTBETCTBUM CO CPOKaMHM
JelictBus peuieniToB: 15 aneit, 30 guei, 60 aueit, 90 aHel, 10 1 rofa);

6) yHUKa/bHBIM HOMep pelienita (popmMupyeTCsl TOCyAapCTBeHHOW MH(POPMAI[MOHHOM CHUCTeMOMW B
chepe 31paBooxpaHeHus CcyOwekTa Poccuiickoii ®ezpepaimyd u  obecrieurBaeT  OJHO3HAUHYHO
WieHTUUKALMI0 peLienta B (opMe 3/71eKTPOHHOro fAoKyMmeHTa B couetaHuu ¢ OKATO, OI'PH umum
OI'PHUAII);

7) otMeTku '"cito" (cpouHo) wiu "statim" (HeMez/iIeHHO) TIpM HeOOXOAMMOCTH CPOYHOTO WU
HeMe/lJIEeHHOT'0 OTIyCKa JIeKapCTBeHHOTr' O TIperapaTa MalyeHTy;

8) azpec marMeHTa (yKa3bIBaeTCsl TIOUTOBBIA afipeC MeCTa >KUTe/NbCTBa (MecTa TpeObIBaHUS WU
MecTa (haKTHUeCKOro MPOXKMBAHUS) C yKa3aHWeM WH/eKCca, HAaMMeHOBaHUs Kpasi, 00/1acTH, pecityOvk,
aBTOHOMHOTO OKpyTra 4 WHOro cybnekTa Poccutickoit ®efepaliuy, HAUMEHOBAHUSI HACEIEHHOTO MyHKTa,



HauMeHOBaHMs yJuLibl (TIPOCIeKTa, Mepey/ka, Npoesfa), Homepa JoMa (C yka3aHMeM KOpITyca, IpH
Ha/Muuu), HoMepa KBapTUphbl);

9) HOMep 35/IeEKTPOHHOW MeJULIMHCKOW KapThl TMaljMeHTa B TroCy/AapCTBEHHOW MHGOpPMalMOHHOMN
cucreme B chepe 31paBooxpaHeHust CyobekTa Poccutickot ®eepariuuy;

10) pamunus, umsi, 0TUeCTBO (TTOCe/iHee - TIPU Ha/IMUKH) Tal[MeHTa T0J/IHOCThIO;

11) para poxpeHusi mMauuveHTa (yKasbIlBaeTCs UMCI0, Mecsl, rof), Aas Jeted go 1 roga
JIOTIOJTHUTE/TbHO yKa3bIBAaeTCsl KOJIMYECTBO TOJTHBIX MECSILIEB;

12) dbamuus, UHUIMABI IMEHU M OTUeCTBa (TIoC/iejHee - PU Ha/TMUUK) MeIUIUHCKOTO pabOTHHUKA
TIOJIHOCTHIO;

13) HauMeHOBaHMe  JIeKADCTBEHHOTO  TiperiapaTa  (MeXKAyHapoJgHOe  HeraTeHTOBAaHHOEe
HavMeHOBaHWe, TPYNIMPOBOUHOE WM XUMUUECKOe HauMeHOBaHWe, TOProBoe HauMeHOBaHUe),
JTI03UPOBKa, (hopMa BhITTyCKa, KOJTMUeCTBO (BCe TIO3UI[UM YKa3bIBalOTCS HA PYCCKOM SI3bIKe);

14) criocob mpuMeHeHHs JeKapCTBEHHOTO Tperiapata Ha ToCy/JapCTBEHHOM si3bike PoccHiCKOM
@eslepallu WM Ha TOCy/JapCTBeHHOM si3bike Poccuiickoii @efiepallui M TOCY/JapCTBEHHOM Si3bIKe
pecrty0/IMK U MHBIX s13bIKaxX Hapo/i0B Poccuiickoit ®epeparin <8>;

<8> Yactpb 1 cratbu 15 3akoHa N 1807-1 (Begomoctu che3za HapogHbIX JemnyTatoB PCOPCP u
BepxoHoro Coera PC®CP, 1991, N 50, ct. 1740; CobpaHue 3aKOHO/ATe/JbCTBAa PoCCHUICKOM
®epnepanyu, 1998, N 31, ct. 3804).

15) [JOKyMeHT, TNOATBEP)KJAOIIUM Ha3HaueHue JIeKapCTBEHHOr0 T[peraparta 0 peLIeHUIo
BpaueOHOM KOMUCCUN MeJUIIMHCKOHN OpraHu3aliuy;

16) oTrMeTKa O Ha3HAueHWM JIeKAPCTBEHHOTO IIperiapaTta IO pelleHW0 BpaueOHON KOMHCCHU
Me/IMI[UHCKON OpraHu3aliy B C/yuasX, yYKa3aHHbIX B ab3arie BTopoM TyHKTa 6 ITopsiika Ha3HaueHWs
JIeKapCTBeHHBIX TIperapaToB, YTBEPKAEHHOT0 HAaCTOSIIIIAM ITPHUKA30M;

17) oTMeTKa O creljMajbHOM Ha3HAueHWHU JIeKapCTBEHHOrO Tperapara (3amoJiHsieTcs B Cayuasx,
yKasaHHbIX B NyHKTax 15 u 24 [lopsgka Ha3HaueHWs JIeKapCTBeHHBIX IIperapaTroB, YTBep)KJeHHOI'O
HACTOSILIUM MIPUKA30M);

18) oTmeTKa 0 crieljMa/JibHOM Ha3HAUeHWM JIeKapCTBEHHOTO TperiapaTa TMaifeHTy ¢ 3abosieBaHueM,
TPeOYIOIUM J/TUTEILHOTO KyPCOBOTO JIeueHus (3aro/THSeTCs B CTydae, yKa3aHHOM B MyHKTe 23 ITopsizika
Ha3HaueHMs JIeKapCTBEHHBIX IIperapaToB, yYTBEP)KJAEHHOI0 HaCTOSLUM TMPUKAa30M) C TpOCTaBIeHUeM
TepUOIMUHOCTH OTITyCKa JIeKapCTBEHHOI 0 MperapaTa;

19) npu odopmieHun perienita B Jopme 37eKTPOHHOTO JOKyMEHTa Ha JieKapCTBeHHbIe Tpernaparsl,
yKasaHHble B TOAMNYHKTax 2 - 5 mnyHkTa 9 u nyHkre 11 [lopsigka Ha3HaueHUs! JieKapCTBEHHBIX
TperaparoB, YTBEP)KAE€HHOTO HACTOSIIMM TPUKAa30M, IpaXkJaHaMm, MMeEIOIIUM IpaBo Ha OecriiaTHOe
TO/TyueHre JIeKapCTBEHHBIX TperapaToB WM TOJlyyeHHe JIeKapCTBEHHBIX TpernapaTtoB CO CKUJIKOM,
3aro/IHAOTCS PEKBU3UTHI, IIpeJyCMOTPeHHble MOANYHKTaMyd 1 - 18 HacTosllero MyHKTa, a Takxke
ciefyrole peKBU3UTHI:

a) Kareropusi Tpa)K[aH, MMEHIIUX TMpaBO Ha TMOAyueHHe JieKapCTBeHHBbIX TIperapaToB B



COOTBETCTBUM CO cTaThel 6.1 ®PesnepanbHOro 3akoHa ot 17 utosst 1999 r. N 178-®3 "O rocyjapcTBeHHOM
couyaabHOW omoum" <9>;

<9> Cobpanue 3akoHOaTe/IbCTBa Poccutickont ®eneparuun, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

0) Koz Ho30/10TMuUecKoU Gopmbl 10 MKE;

B) UCTOYHUK (uHaHcupoBaHus (1 - demepanbHbIii OHOMKeT, 2 - OmpKeT cybbekra Poccuiickoit
deneparyiv, 3 - MyHULIATIAIBHBIN OIO/KET);

r) pa3mep omiaThl (1 - 6ecrinatHo, 2 - 50%, 3 - uHol %);

[l) CTpaxOoBOM HOMep WHAMBH/YaAbHOIO J/IMLIEBOTO CYeTa rpaxjaHuHa B IleHcrOHHOM (hoHze
Poccuiickor @epnepaumu (npu Hanmumun) (CHUJIC);

e) HoMeD To/irca 006s13aTeTbHOT0 MeAULIMHCKOTO CTPaXxOBaHUS.

21. Tlpu mpocTaB/ieHUM OTMETKH, yKa3aHHOM B MoAnyHKTe 16 nmyHkra 20 Hacrosiuuero ITopsigxa,
petienniT B (opMe 3/IeKTPOHHOTO [JOKYMeHTa TMOAMUCHIBAETCSl yCU/I€HHOW KBaJU(ULMPOBaHHOU
3/IEKTPOHHOW TIOATIMCBIO TIpeJcefaresis WA CeKpeTaps BpaueOHOW KOMMCCHM —MeAWLIMHCKOU
OpraHuv3aluy, Npy NpOCTaB/JeHUM OTMETOK, yKa3aHHbIX B MOANyHKTax 17 v 18 nyHkra 20 HacTosiiero
[Mopsiika, - YCWUIEHHBbIMH KBalU(PULIMPOBAHHBIMU 3/I€KTPOHHBIMU TMOJIMUCSIMUA COOTBETCTBYHOIIUX
MeIUI[UHCKUX paOOTHUKOB.

22. Tlo TpeboBaHMIO Mal[eHTa WIM €r0 3aKOHHOTO TIPe/ICTaBUTENST OPOPMIISETCS 3K3eMILISIp

petierita B (opMe 3IEKTPOHHOTO JOKyMeHTa Ha OyMaKHOM HocuTesne C otMeTKod "Jlybimkat
3/IEKTPOHHOI'0 JOKyMeHTa".

lll. YueT peuenTypHbIX 61aHKOB (3a UCK/TIOYEHEM peLenTypPHbIX
6naHkoB no cpopme N 107/y-HM "CneuunanbHbl peuenTypHbIi 61aHK")

23. Yuer penentypHbeix OmankoB ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
W3rOTaB/MBAaeMbIX TUIIOTpa)CKUM criocoboM (fanee - peLieNTypHble OslaHKH, TOZJIeXallue y4eTy),
OCYILIeCTBJISIeTCSL B )KypHajlaX yuyeTa, IPOHYMEepPOBaHHbIX, IPOLIHYPOBAHHBIX U CKPEIIEHHBIX MOJITUCHI0
DYKOBOAMTeNSI W Ie4yaTbl0 MeJWLIMHCKOM OpraHu3aliM WM TOAINWCHI0  WHJVBHAYaJbHOTO
rpeiIpUHUMaTe/Isi, UMeOLLero JIMLIeH3HI0 Ha MeJULIMHCKYIO JesTe/IbHOCTb.

24. JKypHan yyeta peLienTypHbIX 06/1aHKOB popmbl N 107-1/y comepxuT cienytoriye rpadbi:

1) HOMep 1o MOPSAKY;

2) B pasgene "llpuxon™:

a) ZlaTa pernucTpaLyuu JOKyMeHTa, OATBep)KatoILlero rMoCTyIIeHue;

0) HOMep U JlaTa JOKYMEHTa, MOATBEP>KJAIOIIeT0 MOCTYI/IEHHe, HAMMEHOBaHKe TIOCTABIIHKa,;

B) 00l1[ee KOJTMUeCTBO MOCTYITUBIIMX PeLleNTyPHbIX 0/IaHKOB;



r) amMunusi, UHUIMAAbl UMEeHU U oTuecTBa (Toc/ie/iHee - TIPU HaJIMUWK) U TIOATNMCh OTBETCTBEHHOT'O
Me/IUI[UHCKOTO pabOTHHKA, TIOJTYUMBILIETO PeIeNTypHbIe OJIAaHKH OT MOCTAaBIIUKA;

3) B pa3zene "Pacxop':
a) ZlaTa BbIJjAauu peleNTypHbIX O/1aHKOB,;
0) KO/TMUeCTBO BbIJaHHBIX PeLleNTYPHbIX O/IaHKOB;

B) damMunus, WHULMAAbl WMEHUW UM OTuyecTBa (MOC/ieHee - TPU HaJIUYMH) OTBETCTBEHHOIO
Me/IMI[UHCKOTO pabOTHHKA, TTOJTYUHMBILIETO pelienTypHble O/1aHKH;

F) MoAINMKMCbh OTBETCTBEHHOI'O MeJULIMHCKOI'O pa6OTHI/IKa, roJsiyumMBIIEro pelernTypHbIe 6JIEIHKI/I;

4) pamunusi, ”HUIMaIbl UMEeHU U 0TUYeCTBa (TIoc/ie/iHee - MPY HaJTMUMK) U TTOJATTHUCH OTBETCTBEHHOT'O
MeIUI[UHCKOTO pabOTHHKA, BbIIABIIIEro PelienTyPHble O/IaHKY;

5) 0CTaTOK perenTypHbIX OJIaHKOB.

25. JypHan yuera peuenTypHbix OsaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(n) copmepxut
cneaytoliye rpadol:

1) HOMep 10 MOPSIAAKY;

2) B paszene "Tlpuxon™:

a) ZlaTa pernucTpaLyu JOKyMeHTa, MOATBep)KJatoIllero rmocTyIieHue;

6) HOMep | JlaTa JOKyMeHTa, MO/ITBEePKIAA0ILeT0 MOCTyIUIeHHe, HaMeHOBaHMe TIOCTaBILUKa,;
B) 0011]ee KOJTMUECTBO MOCTYITUBIIMX PELIeNTYPHBIX 0/IaHKOB;

I') Cepuu ¥ HoMepa peLieNTyPHbIX 0/1aHKOB;

1) KOJTMYECTBO PELIeNTYPHBIX OJIAHKOB 110 CEPUSIM;

e) damMuusi, MHUI[MA bl UMEeHU U oTuecTBa (TocsieiHee - TIPU Ha/IMUKK) U TIOANUCH OTBETCTBEHHOTO
Me/IUI[UHCKOTO pabOTHHKA, TIOJTYUMBILIETO PeIeNTypHbIe OJIAaHKH OT MOCTaBIIUKA;

3) B pa3zene "Pacxop':

a) ZlaTa BbIJauu peleNTypPHbIX 0/1aHKOB,;

0) cepur 1 HOMepa BbIJJaHHBIX PeLIeNTYPHbIX 0/IaHKOB;
B) KOJIMUECTBO BbIJJAHHBIX PELIeNTYPHbIX 0/IaHKOB;

r) damMuaus, WHULMAIBI WMeHH U oTyecTBa (TlOc/efiHee - TPU HaJWUYWK) OTBETCTBEHHOI'O
MeIUI[UHCKOTO PabOTHHKA, TOJTYUHUBIIIETO PelieNTypHbIe 0/1aHKY;

) TIOJITTCh OTBETCTBEHHOTO MeJUIIMHCKOTO pabOoTHHKA, TIOYUYMBIIIETO peLleNTypHble O/IaHKMU;

4) Cl)aMI/IJ'II/IH, HWHHUILIKAJ/IbI UMEHH U OTUECTBA (Hocne,que - IIpH HaJ'II/I‘-II/II/I) M IIOATIINCh OTBETCTBEHHOI'O



Me/IMI[MHCKOTO pabOTHHKA, BbI/IaBIIIero peLenTypHble OIaHKY;
5) OCTaTOK perenTypHbIX O/1IaHKOB.

26. YueT pelenToB, o(OpM/IeHHBIX B (oOpMe 3/IeKTPOHHOTO [JOKyMeHTa, OCYILeCTB/IsSIeTCs B
roCyZapCTBeHHOW WH(GOPMALIMOHHON cucTeMe B cdepe 3apaBooxpaHeHusi cyObekta Poccuiickoit
@efiepaliui NOCPeJCTBOM Be/leHHsl eJUHOTO peecTpa peLlenToB, 0)OpM/IeHHBbIX B (hOpMe 3/1eKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 6/1aHKOB (3a UCK/TIOYEeHNEeM peLenTypHbIX
6naHkoB no cpopme N 107/y-HM "CneuunanbHbl peuenTypHbIi 61aHK")

27. MeauLMHCKMe OpraHM3aljiy TOMydaroT HeoOXOoJUMble peLienTypHble 0saHKH, 0hOpM/IeHHbIe
TUMOrpad)CKUM CrocoboM, uepe3 TeppUTOpHA/bHbIE OpraHbl YIpaB/ieHWsl 3/IPABOOXPAHEHHEM WM
OpraHM3al{iM, YMOJTHOMOUEHHble Ha 3TO OpraHaMM MCIIOJHUTE/bHOM BacTH CyObekToB Poccuiickoi
DezepaLvu.

28. PenenitypHbie OaHKH, MOJJIeXKallye y4eTy, XPAHATCS OTBETCTBEHHBIM JIMLIOM, Ha3HaueHHBIM
pPYKOBOZUTe/leM MeAWLIMHCKOW OpraHu3allid, B 3anvpaeMoM MeTa/uinueckoMm Ikady (cetide) wumm
MeTalJTMueCKOM SIIIUKe.

29. VnauBUyanbHbIN TIpeANIpUHAMATe b, UMEIOIIWN TULIeH3UI0 Ha MeJUIIMHCKYIO esTe/TbHOCTb,
XPaHUT perenTypHble O/1aHKH, TTO/IeXKall[ie yUeTy, B 3alTMpaeMoOM MeTajutnueckoM mmkady (ceiide) wim
MeTa/I/TUUeCKOM SIIIUKe.

30. ITpoBepka COCTOSIHMSI XpaHeHHs, ydeTa, ()aKTUUECKOTO HalWuusi U pacxofa peLenTypHbIX
0/1aHKOB, TIOZJIEXKAIMX Y4yeTy, OAWH pa3 B KBapTal OCYIIECTB/SETCS KOMHMCCHEH, CO3/[laHHOW B
MeJULIMHCKOW OpraHU3aLuu.

31. PenentypHble OsiaHKH, odopMmiisieMble Ha OyMa)KHOM HOCHTeTe W TOAJIEXKallle yueTy,
BBIIAIOTCST MEJUI[MHCKUM pabOTHHWKAaM, UMEROIMM TIpaBO O(OpM/IeHHsI PeLienTOB, MO PacToOpsyKeHUIO
[JIaBHOT'O Bpaya WUJIU ero 3aMeCTUTeIs.

[TonmyueHHble perlenTypHble O/aHKM Ha OyMaKHbIX HOCHTEJNISIX XPAHATCS MeJUILIMHCKUMU
pabOTHUKaMU B MOMeITeHUsIX, 00eCrieunBaroIux UX COXPAHHOCTb.

32. TIporpaMMHO-TeXHHUYECKHE Cpe/CTBAa TOCY/[apCTBEHHBIX MH(MOPMAIL[MOHHBIX CHUCTEM B ctepe
3/]paBOOXpaHeHus, MeJIUIIUHCKUX WH(HOPMALIMOHHBIX CUCTEM MEAMIIMHCKUX OpraHu3aliiii 00ecrieunBaroT
XpaHeHWe 3/IeKTPOHHBIX pPeLenToB, 0(MOPM/IEHHBIX B (JOPME 3JIEKTPOHHBIX JIOKYMEHTOB B TeUeHHe
CPOKOB, YCTaHOBJIEHHBIX [IjIf XPAHEHUSl perenToB, O(OPM/IEHHBIX Ha COOTBETCTBYIOIIMX (hopMax
perenTypHbIX 6/1aHKOB Ha OyMakHOM HocuTese <10>.

<10> ITogmyHKT 5.2.169 ITonoxxkenuss o Munncrepctee (CobpaHue 3aK0HOZaTe/LCTBA Poccuiickoi
®epnepauyuy, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).



ITpunoxenwne N 4

K MpuKa3y MUHUCTepPCTBa 3[jpaBOOXPaHeHHs
Poccutickoit @egeparyu

ot 24 Hosi0ps 2021 r. N 1094H

®OPMA CITELHIMAJIBHOI'O PELIEITTYPHOI'O BJIAHKA N 107/Y-HII

MuHUCTEPCTBO 34paBOOXPaHEHUS Kog dopmbi o OKY /]
Poccutickori @epepanyumn MeauiHCKas JOKyMeHTaLust
®opma N 107/y-HII,
yTBep K[ eHHas IPUKa3oM
MuHucTepcTBa 3/jpaBOOXpaHeHUs
Poccutickori @egepanyumn

oT 24.11.2021 N 10941

LITaMIT MeJULIMHCKOW OpraHu3aliuu

PEILIEIIT

Cepus N

" n 20_ r.
(maTa BBITIMCKM pelieriTa)

(B3poC/bil, AETCKUM - HY)KHOE TI0TUePKHYTh)

®damunusi, UMsi, 0TUECTBO (MIOC/IejHee - PY Ha/TUUUN)
naryeHTa

Bospact

Cepust ¥ HOMep To/Kca 00s13aTe/TbHOT0 MeIULIMHCKOTO CTPaXOBaHHs

Homep MeULIMHCKOM KapThbl

®damunusi, UMsi, 0TUeCTBO (TI0C/Ie[iHee - PY HaTUUUN)
neyvaitiero Bpayva (¢esnbaiiepa, akyliepKi)

R ettt et e e st e e e e e e e s s bttt e e e e e e s e bbbt aaeeesees s anraaaaaeas

[Moamnuck v TMYHas revyaTh Bpaya
(mognuck desnp/iiepa, akyliepKy)

M.IL

®damunusi, UMsi, 0TUECTBO (MOC/Ie[iHee - PY HaJIMUKK) Y TIOANUCH YIIOJTHOMOYEHHOTO JIULA
MeJUI[MHCKOW OpraHu3aljuu




M.IL

OTMeTKa anTeyHol opraHu3alyy 06 oTIycKe

damunvist, UMsl, 0TUeCTBO (TTOC/Ie[HEe - TIPY HaJTMUWK) U MOATMCH pabOTHUKA anTeuHon
opraHu3aluu

M.IIL.

Cpok gericTBus peljenTa 15 fHen

ITpunoxenwne N 5

K MpuKa3y MUHUCTepPCTBa 37jpaBOOXPaHeHHsI
Poccutickoit @egeparyu

ot 24 Hosi0pst 2021 r. N 1094H

NOPSAAOK
N3roTOBMNEHUS, PACNPEAENEHUA, PETUCTPALMN, YHETA N XPAHEHUA
PELIENTOB, COAEPXALUUX HASHAYEHVE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMHbIX BELLECTB

l. MopsAaok nsrotoBneHusi, pacnpegeneHns cneyuasibHbIX
peuenTypHbIX 6naHkoB no dpopme N 107/y-HnM

1. OpraHu3anuo U3roTOB/IEHUS W pacripeie/ieHust peLenTypHbIX 07aHKOB 1o ¢gopme N 107/y-HII
"CrieliiasibHbIN  pelienTypHbIi OaHK" (#anee - crelMasbHBIM DeLeNTYPHBIM 0JlaHK) OCYILeCTBIISeT
MunucTepcTBO 34paBooxpaHenust Poccuiickor ®@enepaunu (ganee - MUHHUCTEPCTBO).

2. CrierasibHble pelienTypHble O/IaHKU SIBJISIOTCS 3allUIeHHOM MosMrpaduueckoi MpoAyKLyei
ypoBHs "B", n3roraBimiBaeMoii Ha Oymare po3oBoro 1petra pasMepom 10 cm X 15 cM, JO/DKHBI UMETb
Cepul0 M HOMep, a TakKe COOTBETCTBOBaTh TpeOOBaHMSIM, yKa3aHHbIM B TMpHKaze MMUHHCTEpPCTBA
¢duHaHcoB Poccutickoit ®epeparyn ot 29 centsiops 2020 r. N 2171 "O6 yTtBepxkaeHUn TexXHUUECKUX
TpeOOBaHUM M YC/IOBHM W3rOTOBJIEHUs 3allUIIIEHHOH OT TIOAJE/IOK TOJUTrpaduueckKor TMPOIyKIUH"
(3aperucTpupoBaH MuHucTepcTBOM tOcTuiuM  Poccuiickoit ®Pepepanmu 16 Hosiops 2020 .,
peructpaiuoHHbiii N 60930).

3. B mensx opraHu3ali W3rOTOBJIEHHWS W pacrpefiesieHusl CreldalbHbIX PelenTypHbIX OJIaHKOB
MeJMLIMHCKYe OpraHu3aliuy, UMelollye MpaBO OCYLIECTB/ATh Bbljayy peLenNTOB Ha HapKOTHYecKue
Cpe/CcTBa WIM MCUXOTpPOrHble BewjectBa crucka II TlepeuHsi U 3aperucTpupoBaHHble B Poccuiickoit
@eslepalluM B KauecTBe JIeKapCTBEHHBIX TIperapaToB [Jisd MeJULMHCKOrO TpuMeHeHUs (Janee
COOTBETCTBEHHO - MeJULIMHCKAasi OpraHu3alusi, HapKOTMYeCKWW (TICUXOTPOIMHbBIM) JieKapCTBEHHbIN
Tiperapar), COCTaBJISIOT 3asBKH Ha pelienTypHbie O/IaHKH.

4. B cpok 0 1 OKTsIOpsi TeKyIlero rozia 3asiBKM MeULIMHCKUX OpraHW3alii Ha CIiel[da/ibHble
peLienTypHbie O1aHKU TIPeCTaBSFOTCS:



1) MeIMLMHCKUMM OpraHv3alysM{, HaxXOoJSALIUMHUCS B BefeHHMU (eJjepajibHbIX OpraHOB
WCTIOJIHUTE/IbHOM B/IaCTH, - B COOTBETCTBYHOIIUE (heJiepaibHbie OpraHbl UCTIOTHUTETLHOU BIaCTy;

2) MeOWLIMHCKAMHU OpraHMW3aldsMH, HaXOJASAIIUMUCS B BefJeHUM CyObekToB Poccuiickoi
®enepaliuu, MeAULIIMHCKUMU OpraHU3al[MsiMHA MYHHULUTIALHON U YaCTHON CUCTeM 3/]paBOOXpaHeHUs - B
OpraHbl HCIOJTHUTeIbHOW BriacTu CyOBekToB Poccuiickoit ®esnepauyy B cdepe OXpaHbI 3/10POBbsI
rpakKiaH, Ha TEePPUTOPHUU KOTOPBIX OHM pacrojioXKeHbl (/lajiee - OpraHbl WCIOJIHUTEILHON BJ/IACTH
cy6obekToB Poccuiickoii denepariyn).

5. B 3asiBKe MeJUIIMHCKON OpraHM3allid Ha CIelUajibHble PellenTypHble OJIaHKK YKa3bIBaHOTCS
crefytoliye CBeJeHUs:

1) cBefieHHs1 O MeJUI[MHCKOM OpraHu3alldd, TOJaBIillei 3asBKy Ha CrielidajbHble peLleNTypHbIe
6/1aHKH (TI0/THOe HaUMeHOBaHUe, aJipeC MecTa HaXOXK/IeHHs);

2) KO/MYECTBO CIelWa/bHbIX PELIeNTYPHbIX 0JIaHKOB, W3pacXO/OBAaHHBIX  MeJUIIMHCKON
opraHu3anei Ha 1 siHBapsi Mpe/IIeCTBYIOLIET0 ro/1a;

3) KOMUYEeCTBO CIeIMabHbIX PEeIeNTypHBIX 0/IaHKOB, HEOOXOJUMBIX MEJUIIMHCKON OpraHu3aluu
Ha CJIeYIOLIWM TOZ,.

3asiBKa MeAWI[MHCKOW OpraHM3aliii Ha CIielfajibHble perenTypHble OaHKW TOJMUCHIBAETCS
PYKOBOJUTe/eM MeJULMHCKONM OpraHu3aliiy, KOTOpbl HeceT IepCOHa/bHYI) OTBETCTBEHHOCThb 3a
000CHOBAaHHOCTh U JJIOCTOBEPHOCTDb YKa3aHHbBIX CBeJ|eHUH.

6. @esepanbHble OpPraHbl UCIIOJIHUTE/ILHON BJIaCTH, B BeJIeHUU KOTOPBIX HAaXOATCS MeAULMHCKHe
opraHu3aiuu (manee - QejepasibHble OpraHbl MCTIOTHUTETHLHOW BJIACTH), WU OPraHbl WCIIOJHUTEIbHOMN
BjacTh cyowekToB Poccuiickoit defepaliui Ha OCHOBaHMM 3asBOK MeJULIMHCKWAX OpraHU3al[uil Ha
crieliManbHble pelienTypHble OnaHKU (HOPMHUDPYIOT CBOJIHBIE 3asBKM Ha CrIeldajbHble peLeNTypHbIe
0J1aHKH ¥ B CPOK 710 1 AeKabpst TeKyIero ro/ja mpeACTaB/IssiOT UX B MUHUCTEPCTRO.

7. B cBOZIHOM 3asiBKe Ha CrieldabHble PellenTypHble O/IaHKK YKa3bIBAIOTCS CIeYIOIIUEe CBEJeHMUS:

1) cBenieHusi 0 (pefiepabHOM OpraHe UCIOJHUTENHHOW BIacTU (OpraHe MCIO/JIHUTETLHOM BIaCTH
cyobekta Poccuiickoli ®dezepaiiyiv), TpeCTaBUBIIIEM CBOZHYIO 3asiBKy Ha CIelMajibHble PeLienTypHbIe
6/1aHKH (TI0/THOe HaUMeHOBaHUe, aJipeC MecTa HaXOXK/IeHHs);

2) KOMWYeCTBO CrelUabHbIX pereNnTypHbIX O/IaHKOB, pacrpe/ie/ieHHbIX (efiepasbHbIM OpraHOM
WCTIOJTHUTE/IbHOM BJ/IacTH (OpraHOM WCIIOJTHUTETLHOW BiacTh cybwbekta Poccuiickoit @eneparyu) Ha 1
sIHBApSs1 TIPe/IIIIeCTBYIOIIET0 To/la MeXAy MeJIULIMHCKUMU OpTraHU3al[usiMy;

3) KOMMUEeCTBO CIeLUa/JbHBIX peLeNnTypHbIX 0/IaHKOB, HeoOXoAuMbIX (eZiepabHOMY OpraHy
WCTIOJTHUTE/IbHOW B/IaCTH (OpraHy WCIIOJHUTE/ILHOW BiacTH cybwekTa Poccuibickoit deneparuu) Ha
creyrOLIUN TOJ, /151 pacripefiesieHUst MeXXAy MeAULIMHCKUMU OpraHu3aLusiMy;

4) cBefeHUs O TIO/[BeJOMCTBEHHOM OpraHu3allid, YIIOJHOMOUeHHOU ¢eJepasbHbIM OpraHOM
WCTIOJTHUTEIbHOW BJ/IaCTU (OPraHOM WCIIOJTHUTENbHOM BacTH cyObekta Poccutickoit Pepepariyn)
OCYILIECTBJIATh TIO/TyUYeHHe CIelMaabHbIX PeLeNTypHbIX OaHKOB OT MMHHCTEPCTBA, UX XPaHEHUE U
BblJ]auy MeAUIIMHCKUM OpraHu3auusm (To/iHoe HavMeHOBaHMe, ajipec MecTa HaxoxkiaeHus, MTHH/KIIII,
OKTMO opranu3zaiuu, pakTHuecKrii afjpec OCTaBKy).

8. Ha ocHoBanuu MOJIYy4Y€HHBIX CBOJHBIX 3ddBOK Ha CIl€liMa/IbHbIE DpeLEernTypHbIe O/1aHKH



MUHHUCTEPCTBO €XerofHO B CPOK [0 15 siHBapsi cieaytolero rojga (GopMupyeTr U yTBep)KJaeT IlaH
pacripe/ie/ieHUsi CrielUaabHbIX PErleNnTypHbIX O/IaHKOB, B KOTOPOM OTPa)KaeTCsl roJjoBasi MOTPeOHOCTD
Poccuiickoii @efepaliuii B CrielMaabHBIX DPeLIeNTYPHbIX OJlaHKaxX (Jasee - TUIaH pacrpezesieHus
MuHucTepcTBa).

9. B nnane pacnpefeneHuss MUHUCTEPCTBa YKa3bIBalOTCA CIeAyIOLIUe CBeJeHUs:
1) NOpsAKOBBIM HOMED 3alMCH;

2) HauMeHOBaHUe (he/lepa/lbHOIO OpraHa MCIOJIHUTE/LHOM BacTU (opraHa MCIOJHUTETbHOU
B/acTU cyObekTa Poccuiickori ®enepaljuu), Mpe/ICTaBUBIIETO CBOJAHYIO 3asBKYy Ha CIelMajibHbIe
perienTypHble O/1aHKY;

3) HeoOX0JUMOe KOJIMUECTBO CIelUaibHBIX PeLeNTypPHbIX O/IaHKOB.

10. HampaBrieHue crielidaJbHBIX PeLeNTyPHBIX 0/1aHKOB (pefiepasbHBIM OpraHaM HCTIOTHUTEeTbHOU
B/IACTH, OpraHaM WCIIOJTHUTeIbHOM BIacTH CyObekToB Poccuiickort defepaljivi OCYIL[ECTBISETCS
MUHUCTEePCTBOM B KOJIMUECTBe, MIPelyCMOTPEHHOM IJIaHOM pacrpe/iesieHnss MUHUCTepCTBa.

11. MUHUCTEPCTBOM [IOTIOJIHUTEILHO K KOJIMUECTBY CHelMalbHbIX PpeIeNTypHbIX O/IaHKOB,
NpelyCMOTPEHHOMY TIJIaHOM  pacrpefiefieHdss MuHUCTepcTBa, (OpMUpYyeTCsl pe3epBHBIM  3arac
CrelManbHbIX PpeleNTypHbIX OJaHKOB B KoOJMuYecTBe, He TmpebimatoiiemM 150 000 crieruanbHbIX
perenTypHbIX O/1aHKOB.

12. B cnyuae yBenmuueHWss TIOTPeOHOCTH B CIIeI[UA/IbHBIX PeLIeNTYPHbIX OaHKax (egepanbHble
OpraHbl UCTIOJTHUTEILHOU BIaCTH (OpraHbl UCIIOJTHUTETBEHOM B1acT CyOBmekToB Poccutickoit @esepariym)
HarpaB/siOT B MMHUCTEPCTBO CBOJHbIe 3asBKM Ha [IOTIOJHUTE/IbHOE KOJUUeCTBO CreljalbHbIX
peLienTypHbIX O7aHKOB (C 0OOCHOBaHWEM YBeMueHUs TIOTPeOHOCTU B CrelMabHBIX perenTypHbIX
OnaHKax), KOTOpbIe TPeJOCTAaB/SIOTCS MUHHCTEPCTBOM U3 Ppe3epBHOTO  3araca  CreLyaibHbIX
perenTypHbIX O/1aHKOB.

13. ®enepanbHble OpraHbl UCIIOJHUTEIBLHON BIaCTH (OpraHbl UCIIOJHUTEBHOM B/IaCTH CyOBEKTOB
Poccuiickoii ®epepaliii) pacripefie/isiiOT T0/yueHHbIe CIiel[ia/bHble peLenTypHble OJIaHKA MEeXIY
MeJMLIMHCKUMM ~ OpraHu3al[isiMd Ha OCHOBAaHWM TIJIAHOB pacrpefiesieHusi, C(POPMHUPOBAaHHBIX B
COOTBETCTBUHM C 3asBKaM{ MeJUIIMHCKUX OpraHu3aliuii Ha CrieljiajibHble perienTypHbie O/1aHKH.

Il. Mopsaaok perucTpaymm, yueta u XxpaHeHusi crneunanbHbIX
peuenTypHbIX 6naHkoB no dpopme N 107/y-HIM

14. MuHHUCTEepPCTBO, WHble (Qe/iepasibHble OpraHbl MCIOMHUTETBLHOM BIACTU UM OpraHbl
WCTIOJTHATEIbHOW BacTH CyObekToB Poccuiickoit Pezepaliii OpraHM3yIOT XpaHeHHWe CrieldabHbIX
peLlenTypHbIX O/JIaHKOB B  T10/IBEJIOMCTBEHHBIX OpraHW3alUsAX, YIOTHOMOYEHHBIX OCYIIECTBIISATh
roJiyueHWe CrieliiajbHbIX peLeNnTypHbIX O/aHKOB OT MUHHMCTEpCTBA, WX XpaHeHHWe U Bbigauy
MeJULMHCKUM OpraHu3alysMm (Jasnee - yroJHOMOUeHHasi OpraHu3aLys).

15. B yIo/JHOMOYEHHOH OpraHv3alii U MeJUIIMHCKOW OpraHW3allyiH, MOyYMBIIeH CreliaabHbIe
pelLienTypHble OJIaHKW, OpPraHWU3yeTCs PErucTpalys, Y4eT W XpaHeHHe CIelUa/lbHBbIX PeleNTypPHBIX
OJ1aHKOB.

PerucTpais, yueT W XpaHEHHe pe3epBHOIO 3araca CrelyaJbHbIX pereNnTypHbIX 0JIaHKOB
MwuHHCTepCTBa  OCYIeCTBsieTcs:  (efiepaibHbIM — T'OCY/IapCTBEHHBIM — OFO/PKETHBIM  YUPeXKIeHHeM,



HaxoJsIMMCS B  BefleHMd MuHuUCTepcTBa (flajiee  COOTBETCTBEHHO -  pe3epBHBbIM  3amac,
MO/IBeJOMCTBEHHOE YUpeXX/IeHue).

16. PaboTHWK, Ha3HaueHHbIM TPUKA30M pYKOBOAWTENST YIIOJHOMOUEHHOW OpraHu3aliu
(yro/iHOMOUYeHHOMW OpraHu3alyy, TMO/IBeJOMCTBEHHOTO YUpeXKeHUs) OTBeTCTBEHHBIM 3a PerucTpaiiuio,
XpaHeHWe W y4YeT CreluarbHbIX peLeNnTypHbIX OJaHKOB (Zasiee - OTBETCTBEHHBIM pPAaOOTHUK), Ha
OCHOBAHHWH /I0BEpPeHHOCTH, 0(hOpPM/IEHHOU B MOPS/IKe, YCTAHOBIEHHOM 3aKOHOZATenbCTBOM Poccuiickoit
@esepaiu  (C  TOAMUCHI0  PYKOBOJAWTENS  YIIOJTHOMOUEHHOW oOpraHu3aiuu  (yrnoJHOMOYeHHOH
OpraHu3al|iM, TO/IBeJOMCTBEHHOTO YUYPEX/EeHUs1), TJIaBHOTO OyXrajaTepa, 3aBePEeHHBIX KPYIJIOH
reyvaThbio), TIOAy4YaeT CIiel[HajibHble pelenTypHble OaHKM W OCYIeCcTB/seT BefleHHe >KypHasa
PErucTpali M yueTa CIeIMaJbHBIX PerleNnTypHbIX O/1aHKOB, K KOTOpPOMY MpuoOiaeT $HoTo- u (WUin)
BUJleOMaTepHasbl, MOATBepKAawIue (akT odopmaeHUss peLenTypHbIX O7aHKOB Ha zAomy (Tpu
Ha/IM4uuMm).

17. JKypHan peructpaiid W ydeTa CreldaJbHbIX peLeNTYPHbIX O/JIaHKOB [O/DKeH ObITh
MPOHYMepOBaH, MPOIIHYPOBaH, MMeTh Ha TMOC/eJHel CTpaHUIle 3anuCh, COJEPXKall[yl0 KOJIUYeCTBO
CTpaHWll, TIOJHOE HAWMEHOBaHHE YIIOJIHOMOUEHHOW opraHu3alyu (MeJWLMHCKOW OpraHu3al[uH,
MO/IBeIOMCTBEHHOTO yUpeX/leHUsI), a TakXe CKpeIjleH TOAMUChI0 PYKOBOAUTENs U TeuaThio
YIOJTHOMOYEHHOM OpraHu3alyy (MeJULMHCKOM OpraH13alyy, MoBeJOMCTBEHHOTO YUPeXXIeHus).

JKypHan peructpaiv ¥ yueTa CIel[Ha/IbHBIX PpeleNTypHbIX OJIaHKOB pe3epBHOr0 3araca
MuHMCTepCTBa CKpeIUIsieTcsl TakKe TMOANUChI0 AUpeKTopa (B Ciayuyae ero OTCYTCTBUSI - 3aMeCTUTersi
qupektopa) [lermapraMeHTa peryJMpoBaHUsl OOpallleHUsl JIeKapCTBEHHBIX CPeACTB W  MEeJUIIMHCKUX
u3zenuii MUHHUCTepCTBa U TleuaThto MUHUCTEpCTBA.

18. B )KypHasie perucTpaluv M yueTa CIeLUajbHbIX peLeNTypHBIX OJIAHKOB YKa3bIBAIOTCS
C/lefyIoLIve CBe/IeHus:

1) NOpsAKOBBIM HOMEP 3aMMCH;

2) pUX0/i CTielMabHbIX PeleNTyPHbIX O/1aHKOB:

a) PeKBU3UTHI U JlaTa PerrCTpaliiy PUXOJHOTO JOKYMEHTa;

0) ob11iee KOMMUECTBO TIOCTYITUBIINX CIEMaTbHBIX PeLleNTYPHbIX 0/1IaHKOB;

B) Cepusi U HOMep CIelMabHOTO PeLeNTyPHOro O/1aHKa;

I') KOJINYeCTBO CrelhabHbIX PeLeNTyPHbIX OJIaHKOB TI0 KaXK/I0M cepuu;

1) hamuusi, UMsi, 0TYeCTBO (TIOC/Ie[Hee - TIPY Ha/TMYUW) U TIO/NTUCh OTBETCTBEHHOTO PabOTHHKA;
3) pacxo/i crieliabHbIX PelieNTypPHbIX O/1aHKOB:

a) /laTa BbIJauM CrielMabHBIX PeLeNTyPHbIX O/1aHKOB;

0) cepur ¥ HOMepa BbIJJaHHBIX CTIeLMaTbHBIX PeleNTyPHBIX O/1aHKOB;

B) KO/IM4YeCTBO BBIAdHHBIX CITeqHUd/IbHbIX PpelernTyPHbIX 6/1aHKOB  C YKd3dHUEM B CKOOKax
KOJ/IMYEeCTBAd CITelia/JIbHBIX PELEeIITYPHBIX 6J'IaHKOB, BBIJAHHBIX [JId O(I)OPMJIEHI/IH Ha JO0MY,;

F) Cl)aMI/IJ'II/IH, numsd, OT4UYeCTBO (HOCJIe,E[Hee - IpHu HaﬂHqI/IH) n TIoAIurCh Jivld, I[OJIyUMBIIErO



Crienqra/ibHbIe DELENTYypHbIE 6JIaHKI/I;
,E[) KOJIMUEeCTBO CIielia/IbHBIX peleIrTyPHbIX 6JIEIHKOB, OCl)OpM]'IEHHbIX Ha JOMY;

e) damwivsa, uMs, OT4eCTBO (TOC/aefiHee - TIPM HaJWUYMM) W TIOATMChH JiKl@, O(OPMUBIIIETO
CrelMasbHbIe pelienTypHble O1aHKK Ha JJOMY;

4) hbamumss, UMst, OTUeCTBO (TIOC/Ie/IHEe - PH HAJIMUMH) U TIOATTMCh OTBETCTBEHHOTO PabOTHHKa;
5) OCTaTOK CITel[Ha/IbHBIX PEIIeNTYPHBIX OIaHKOB.

19. CneuyanbHbI peLeNTypHbIA OJlaHK SBJSIETCS JAOKYMEHTOM CTPOTOM OTUeTHOCTH. 3arac
CrelabHbIX PerenTypPHbIX 0/1aHKOB B MEAMIIMHCKOW OpPraHW3aliuy O/DKEH XPaHUThCS B CIEIUaTbHbBIX
TIOMeIIIeHHsIX, celihax WM B CTelasbHO U3rOTOBJIEHHBIX LIKahaxX, 0OUTHIX OIIMHKOBAaHHBIM JKejie30M, C
Ha/|e)KHbIM BHYTPEHHUM WJTM HaBeCHBIM 3aMKOM.

[MTomerienusi, cetidbl, mKadbl, B KOTOPBIX XPaHATCS CrelhabHble pellenTypHble O/aHKU, 10JDKHbBI
ObITb 3aKpbITHI Ha 3aMKH U TI0C/ie OKOHYaHWs PpaboThl OreuaTaHbl TIeuaThi) YIIOJTHOMOUEHHOH
opranu3anuu (MeAULMHCKOW OpraHW3aI|y) WX OTUIOMOUPOBAHBI.

20. B MemUIMHCKMX OpraHW3alUsX 3arac CrelUaJbHbIX PeLEeNTypHbIX OJIaHKOB He [0/DKEH
TMIPEeBBIIIATH F'0/[0BOM MOTPEOHOCTH.

21. Pa3pemiaercsi BbIJABaTh MEAWIMHCKOMY pabOTHHKY, WMeEIOI[eMy [IpaBO Ha3HayaTh
HapKOTHYecKue (TICUXOTPOIHbIE) JIeKapCTBEHHbIEe TIperiaparhbl, eJUHOBpPeMeHHO He Oosee [BajllaTH
CTeLUa/IbHBIX PeLieNTYPHBIX 0/1IaHKOB.

MenuiMHCKe pabOOTHUWKH, BBIMMCHIBAIOIHE peLeNThl Ha HAapKOTUYeckWe (TICHXOTPOITHbIE)
JleKapCTBeHHbIe TperapaTrhl, HA OCHOBAHUU TIPUKa3a PYKOBOJWTENS] MeAUIIMHCKOW OpraHu3aiuv HecyT
JIMYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTb T[IOJIyUeHHBIX CIelUaJbHbIX DPeLeNTYPHbIX O/IaHKOB.
CrierasibHble pelienTypHble 0/1aHKH, MOTyYeHHbIe MEeAUIIMHCKUM PabOOTHUKOM, XPaHSTCS T10/] 3aMKOM B
cetichax, MeTa//IMUeCKUX MIKadax UM MeTaJTHUeCKUX SIUKax.

22. B MeAMIIMHCKOW OpraHM3alliyd CO3/IaeTCsl MOCTOSHHO [JeHCTBYIOIlas KOMMCCUS, KOTopasi He
pexxe 1 pasza KBapTan (0 pellleHHI0 PYKOBOAUTE/sS MeJUIMHCKOW OpraHM3aljiid BO3MOXXHO yaille)
OCYIIIeCTBJISIET TTPOBEPKY COCTOSIHUSI PETHUCTPAI[UM U yUeTa CIel[Ua/IbHBIX PelLienTyPHbIX 0/1aHKOB, B TOM
yKc/ie TIyTeM CBEepPKH 3allvcel >KypHajia PerucTpaliy U ydeTa CrieldaJbHbIX PeLeNTyPHbIX 0JIaHKOB, C
(haKTHUECKHUM Ha/IMUMeM CITeI[Ha/IbHBIX PELeNTYPHbIX O/IaHKOB, a TaKXXe MPOBEPKY COCTOSIHUSI XpaHEeHMUsI
CTeLMabHBIX PelieNTypHBIX 0/1aHKOB.

[To pe3ysibTaTaM MPOBEPKH B )KypPHA/e PErMCTPALIMU U yueTa CreldaJbHbIX PeleNTYPHbIX 0/1aHKOB
JlefiaeTcsl 3aMuch O pe3yJsibTaTax MpOBeJeHUs] CBePKU [laHHBIX, 3aKperyieHHasi MOANUCSIMU BCEX U/IeHOB
KOMMCCHH, WK CO3[aeTCsl CrieL{haTbHbIN aKT TTPOBEPKHU.

23. depnepasibHbIe OpraHbl UCTIOTHUTE/ILHOW BJIACTA U OPraHbl UCTIOTHUTEIHOU B/IAaCTU CYyOBEKTOB
Poccutickoii ®@efiepaliii OCYILECTB/ISIIOT KOHTPO/Ib 3a OpraHW3aldeld perucTpalyy, yuyeTa U XpaHeHUsi
CTiellanbHBIX — perenTypHbIX OJIAHKOB B YIOJHOMOYEHHBIX OpraHM3alysx W MeAMLIMHCKUX
OpraHu3aLusX.

24. Bblfaua Criel[daJbHBIX PpeLeNTYpPHBIX O/JIaHKOB W3 pe3epBHOro 3araca MUHHCTepCTBa
deseparbHBIM OpraHaM MCIIOJTHUTEIbHOM BIaCTH W OpraHaM HCTIOJTHUTE/IbHOM BJ/IAaCTH CYOBbEKTOB
Poccuiickoii ®efieparii  OCYIIECTBJISIETCS  OTBETCTBEHHBIM  pabOOTHUKOM  T0/[BeZJIOMCTBEHHOTO



yupeKieHHs] Ha OCHOBaHUM pellleHusi 00 OTITyCKe CITel[Ma/IbHbIX PeLleNTyPHbIX 0/1aHKOB, 0)OPMJIEHHOTO
B BU/le MUCbMa, MOAMNUCAHHOTO JUPEKTOPOM (B C/lyudae ero OTCYTCTBUSI - 3aMeCTUTe/ieM AUPEeKTOopa)
HernapraMeHTa peryavpoBaHusi OOpalleHusi JiIeKapCTBEHHBIX CPeACTB W MEeOULIMHCKUX HW3/e/ni
MuHucTepcTBa.

[IpoBepka fedaTeNIbHOCTH MO/BEJOMCTBEHHOIO yYpeXXJeHHUsl M0 PervcTpaluy, yYeTy U XpaHeHUIo
pe3epBHOrO 3araca OCYIIeCTB/sIeTCsl JlemapTaMeHTOM pery/JMpoBaHusi oOpallieHusl JIeKapCTBEHHBIX
CpPe/iICTB U MeJULIMHCKUX u3/enuii MuHucTepcTBa 2 pa3a B rof, He rmosfgHee 20 uyMc/ia Mecsiia,
C/elyroLero 3a UCTeKILIWM I0JIyTOHheM.

IIpunosxenve N 6

K MpuKa3y MUHUCTepCTBa 3[jpaBOOXPaHeHNs
Poccutickoi @eneparymn

ot 24 Hosibpst 2021 r. N 1094n

NMPABUNA
ODPOPM/IEHUA PELENTOB, COAEPXALWMNX HASHAYEHUE HAPKOTUYECKINX
CPEACTB UM NCUXOTPOINHbIX BEWECTB, B TOM YACJ/IE B ®OPME
ANEKTPOHHbLIX AJOKYMEHTOB

I. OchopmneHue peuenTta Ha GyMaXXHOM HocuTene

1. Ha peuentypHbix 6s1aHkax gopmer N 107/y-HII B 1leBOM BepXHeM YTy MPOCTaB/ISIETCS LITaMIT
MeJMLIMHCKOM OpraHM3aluM C yKa3aHWeM ee TOJHOr0 HauMeHOBaHWs, ajpeca U TenedoHa C AaTou
BBIMUCKY (f1aTol ohopM/ieHHs1) peLieriTa Ha JieKapCTBeHHbI! Tipernapar.

Penjenitrypubie 6manku ¢opmer N 107/y-HIT u3roTaBivBarOTCS UCKIIOUUTENBHO TUMOTPadCKUM
Croco6om.

2. Ha penentypHbix 07aHKaX, OQOPM/sieMbIX WHAWBUAYaJbHBIMH TIPeATIPUHUMATEJISIMHU,
MMEIOIUMH JIML[eH3UI0 Ha MEeJUIIMHCKYI0 [1esTe/lbHOCTh, B BepPXHEM JIEBOM VIJIy THUIIOTpadCKUM
crocobOM WM TyTeM TIPOCTaB/eHWs IITaMIia JO/DKeH ObITh yKa3aH ajpec WHIWBUAYaJbHOTO
npeAnNpyUHUMaTesiss, HOMEpP W Jara JIMLeH3UM, HaluMeHOBaHMe OpraHa TroOCy/JapCTBeHHOW BJIaCTH,
BbI/IABILIETO JIMLIEH3UIO.

3. Peuentypusle Onanku ¢dopmbel N 107/y-HIT 3amofHSIOTCS MeJUIIMHCKUM pabOTHUKOM
YyepHW/IaMU WK IIIapUKOBOM PYyUKOM.

4. NonyckaeTcs oopMieHre BCeX PEKBU3UTOB (3a UCK/IHOUeHrHeM pekBu3uTa "TIoAMNMCh Jjieyaillero
Bpaua (moamuch (enbaliepa, akyiuepku)') pernentypHeix OmaHkoB dopmer N 107/y-HIT c
WCIO/Ib30BaHKEM T1euaTarolliX YCTPOMCTB.

5. B peuentypHom 6s1aHke dopmbl N 107/y-HII B cTpokax "®amususi, uMsi, 0T4eCTBO (TTOC/iefiHee -
MpY Ha/IMuYMK) napenTa” v "Bo3pacT” yKasbIBatOTCsl MOJIHOCTBIO (paMususi, UMsi, OTYeCTBO (Toc/e/jHee -
TIpY Ha/IMUMUK) TIAal[MeHTa, ero Bo3pacT (KOIMUeCTBO TIO/THbIX JIeT).

,Z[OHYCTI/IMO YKad3dHHWEe OdaThl POXKAEHUA MallMEHTA.



6. B perjenitypHom 6s1anke ¢opmbl N 107/y-HIT:

1) B ctpoke "Cepusi 1 HOMep To/Mca 00513aTe/IbHOTO0 MeAUL[MHCKOTO CTPaXxOBaHUs" YKa3bIBaeTCs
HOMep ro/rca 00s13aTe/TIbHOTO MeJUIIMHCKOTO CTPax0BaHuUsI MaljeHTa (TIpy Halu4um);

2) B cTtpoke "Homep MeIWLIMHCKOW KapThl" yKa3bIBaeTCsi HOMep MeJWLMHCKOW KapThbl MaljueHTa,
TOJTyYaroIIlero MeJUIIMHCKYIO TIOMOIL[b B aMOY/IaTOPHBIX YC/IOBUSIX, WJIM UCTOPUM 0OJIe3HU TaljieHTa,
BBINKMCHIBAEMOT'0 U3 MeIULIMHCKOM OpraHu3aLyy;

3) B cTpoke "®amuus, UMsl, 0TUeCTBO (TI0C/Ie[iHee - TIPU HATMUMM) Jlevalljero Bpaua (desnbiiepa,
aKyIlepKu)" yKa3bIBaeTCsl TIOJHOCTBIO (haMususi, UMsi, OTUeCTBO (TlOc/iefiHee - TIPU HaJUUYWHK) Bpaya
(denbaiiepa, akyliepku), BbIMMCABIIET0 peljenT Ha HapKOTUYeCKUW (TICUXOTPOITHBIN) JieKapCTBeHHBIM
riperapar.

7. B rpade "Rp" penentypHoro 61anka popmer N 107/y-HIT yka3biBaeTcs:

1) HauMeHOBaHUe JIEKapCTBEHHOTO TIperapaTa (MeXyHapoJHOe HellaTeHTOBAHHOe HaMeHOBaHHe,
rPYINIMPOBOUHOE WM XUMUUYECKOe HaMMEeHOBaHHe, TOProBOe HAMMEHOBAHHE) Ha JIATUHCKOM SI3bIKe WU/
Ha PYCCKOM si3bIKe, JopMa BBITTYyCKa, JO3MPOBKA, KOJUUECTBO (yKa3bIBaeTCs TIPOMMCHIO HA PELeNTyPHOM
6sanke dhopmel N 107/y-HIT);

2) crnocob TpUMeHeHHWsl JIeKapCTBEHHOTO TIperapata Ha TOCy/JapCTBEHHOM si3blke Poccuiickoi
@eslepalluM WM Ha TOCy/JapCcTBeHHOM si3bike Poccuiickoi @esiepallui U TOCy/apCTBEHHOM Si3bIKe
pecry0/IMK U MHBIX sI3bIKaX HapoZioB Poccutickoii ®epeparum <1>.

<1> Yactb 1 cratbu 15 3akoHa Poccuiickoit @ezpepanyu ot 25 oktsaopsa 1991 r. N 1807-1 "O
s3bIKax HapozioB Poccuiickoii @esnepanuu” (ganee - 3akoH N 1807-1). (BegomocTy che3fia HapOAHbBIX
nenytatoB PCOCP u BepxoHoro CoBera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu ocdopmIeHUM peLienTyPHbIX 0/IaHKOB 3arlpeljaeTcsi OrpaHUUMBATBCS OOIIMMU YKa3aHUSMH,
Harnpumep, "BHyTpeHHee", "/3BecTHO".

9. Ilpu odopmieHun maipeHTy perentypHoro 6OmaHka ¢opmer N 107/y-HIT Ha HapKoTHUecKui
(MCUXOTPOIHBIN) JIeKapCTBEHHbIN TIperapaT B paMKax OKa3aHUs MeAMUIIMHCKOW TIOMOIIM TIpU
oripeZiesieHHOM 3a00/ieBaHUM TaKOMW PerienT 3aBepsieTCst:

1) moAnMChIO U TMYHOM MeyaThio Bpaua JIM00 MOAMUCHI0 deb/iiepa (aKylepKn);

2) TmeyaTbl0 MeJUIIMHCKOW OpraHu3aliy, W00 CTPYKTYPHOTO TOZApa3sze/eHuss Meaul[UHCKON
opranu3atuu "I penernrtoB”, KOTOpasi TIPOCTaB/SETCS JIUL[OM, YIIOJHOMOYEHHBIM DPYKOBOAUTE/IEM
MeZIMLIMHCKOM OpraHu3aliuM C yKa3aHueM (aMuiuu, UMeHH, oTuecTBa (TOC/ie[iHee - TIPU HaAUUUW) U
TpOoCTaB/eHUeM ero JTMUHOU MOANUCH.

B ciyuasix Heob6XoauMOCTH OGOpPMIIEHUS pelleliTa Ha HAPKOTUYECKWH (TICUXOTPOITHBIH)
JIeKapCTBEeHHbIM TiperapaT Ha /JIOMy B paMKaX OKa3aHWs MaJlJuaTUBHOM MeJULMHCKOW TOMOIIU
JIOMyCKaeTCsl TpeJiBapuTe/IbHOE 3aBepeHue pelienTa LITaMIIOM MeJULIMHCKOW OpraHu3alyu, IedaTbio
Me/IMI[MHCKON OpraHu3aliyd JIM00 CTPYKTYpHOTO TIOJpa3/esieHus MeAWLIMHCKOW opraHusaimu s
peLenToB”, KOTOpas MPOCTaB/sIeTCS JIMLIOM, YIOJHOMOUEHHbIM pYKOBOAUTENEM MeAULIMHCKON
OopraHu3anuy, C ykasaHveM (aMuIuu, MMeHH, oTyecTBa (rocjeZiHee - TIPU HaIMUWK) U MPOCTaB/IeHUEM
€ro JIMYHOW moAnucH. [Ipu 3TOM B JKypHajie pPErucTpaldd M ydyeTa pelenTypHbIX OJIaHKOB B



cooTBeTCTBUM C [TOpsAAKOM perucTpalyy, yueTa M XpaHeHHUsl CIiel[Ma/ibHbIX pelLlenTyPHbIX O/1aHKOB Ha
HapKOTUUeCKHe Cpe/iCTBa WM TICUXOTPOIIHbIe BeIeCTBa, YTBEP)KJEHHBbIM HACTOSIIIUM TPUKA30M,
JleJlaeTcsl OTMETKa O ero Bbifiaue it O(OpM/IEHUSI Ha [IOMy, a TakKe OTMeTKa, y/I0CTOBepeHHas
MOANMCHI0 Bpaua b0 (enbamepa (akyiiepku), opopMuBILero perent, o ¢akTe ero odopmiieHus,
KOTOPBIM MOXKeT ObITh JOTIO/THUTE/ILHO MOATBEPKAEeH (hoTo- U (M/TK) BUje0OMaTepraIaMH.

B crpoke "OTMeTKa anTeyHOW oOpraHu3al 00 OTIyCcKe" CTaBUTCS OTMETKAa amnTeuHOH
opraHusaiu 06 OTIycKe HapKOTHYeCKOTo (TICUXOTPOITHOT0) JIeKapCTBEHHOTO Tperapara (C yKa3aHuem
HavMeHOBaHMs, KOJIMUeCTBa OTIYIIEHHOT0 HApPKOTUUeCKOro (MCUXOTPOIHOI0) JIeKapCTBEHHOTO
rperiapata W JiaThl €ro OTITyCKa), KOTopasi 3aBepsieTCs MO/IMMChI0 pabOTHHKA amnTeyHOW OpraHW3aliyy,
OTITyCTUBILIEI0 HAPKOTHUUECKUM (TICUXOTPOIIHBIN) JIeKapCTBeHHbIM Tpernapar (C yKa3aHrieM ero amuiny,
MMeHM, OTdecTBa (Toc/efiHee - MPH HAaIMYMM), a TakKKe KPYIJION TeuaThiO0 arTeyHOM OpraHusalyu, B
OTTHCKE KOTOPOM JI0/DKHO ObITh WEHTU(MHUIIMPOBAHO MTOJIHOe HAMMEHOBAHME allTeYHOM OpraHU3alvu.

10. Ha ogHoMm pernieritypHoM Os1ake cdopmel N 107/y-HIT pa3periaercst oCyiijeCTBASTh Ha3HAaUeHHe
TOJIbKO OJHOTO HaUMEeHOBaHUS JIeKapCTBEHHOI0 Mperapara.

11. WcripaBieHus B peLiente He [0MYCKarOTCA.
Il. OchopmneHune peuenta B hopMe 3/1EKTPOHHOIO AOKYMEHTa

12. PenjeniT B (popme 3/1eKTPOHHOTO [JOKYMEHTa, MOAMNMCAHHOTO yCU/IeHHOW KBaJU(ULMPOBaHHOU
3/IEKTPOHHOH MOAIMCHIO, POPMUPYETCS MeJMIIMHCKAM paOOTHUKOM, CBeJIeHHss O KOTOPOM BHECEHBI B
(benepanbHBId  PETUCTP MEAMLIMHCKUX pabOTHUKOB <2>, a TakXKe TMpPH YCJOBUM PETUCTpPaLUH
MeZULIMHCKOW OpraHM3alivid, B KOTOPOM odopM/sieTcsl pelienT, B deJepaJbHOM peecTpe MeAMIIMHCKUX
opraHu3alum <3> eIMHON rocy/1apCTBeHHON MH(POPMAlIMOHHOMN cHCTeMbl B cdepe 37paBOOXpaHeHUs U
TO/IK/TFOUeHHUSI TaKOW MeAWLIMHCKON OpraHu3allui K TOCY/JapCTBeHHON WH(OPMAI[MOHHOM CHUCTeMe B
cdepe 31paBooxpaHeHus cyorekTa Poccuiickoii demeparyu <4>.

<2> Yacte 4 crateu 91.1 PepepanbHoro 3akoHa N 323-®3 (CobpaHHe 3aKOHOZAATETHCTBA
Poccutickoi @epeparyy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crateu 91.1 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKOHOZAATETHCTBA
Poccutickoi @epeparmy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Cratbm 91 1 91.1 ®PepnepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOjaTeIbcTBa Poccuiickoit
®epnepauyuy, 2011, N 48, ct. 6724).

13. Tlo TpeboBaHWIO TarMeHTa WM €ro 3aKOHHOTO IpeJCTaBUTeNss O(OPMIISETCS 3K3eMIUISP
petierita B (opMe 3/IEKTPOHHOTO JOKyMeHTa Ha OyMaKHOM HocuTesne C otMeTkod "lybimkat
3/IEKTPOHHOI'0 JOKyMeHTa".
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